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Title  21— FOOD  AND  DRUGS 

Chapter  I — Food  and  Drug  Adminis¬ 
tration,  Department  of  Health,  Edu¬ 
cation,  and  Welfare 

part  1— regulations  for  the 

ENFORCEMENT  OF  THE  FEDERAL 

FOOD,  DRUG,*^AND  COSMETIC  ACT 

AND  THE  FAIR  PACKAGING  AND 

LABELING  ACT 

Food  Label  Information  Panel 

In  the  Federal  Register  of  March  30, 
1972  (37  FR  6493),  the  Commissioner  of 
Food  and  Drugs  proposed  under  Title  21 
a  new  §  1.8d,  relating  to  establishment 
of  a  food  label  information  panel,  in  con¬ 
junction  with  the  related  proposal  for 
nutrition  labeling.  The  Commissioner’s 
decision  with  respect  to  nutrition  label¬ 
ing  appears  in  this  issue  of  the  Federal 
Register  (38  FR  2125) .  Because  the  food 
label  information  panel  regulation  would 
apply  to  all  mandatory  label  require¬ 
ments.  in  addition  to  nutrition  labeling, 
it  is  considered  separately  in  this  final 
order.  A  total  of  83  comments  were  re¬ 
ceived  from  consumers,  consumer  orga¬ 
nizations.  industry  representatives,  trade 
associations,  and  other  interested  per¬ 
sons,  specifically  related  to  the  food  label 
information  panel  proposal. 

1.  Nineteen  comments  questioned  the 
legality  of  the  proposal.  Most  of  these 
stated  generally  that  there  does  not  seem 
to  be  any  statutory  authority  for  some 
of  the  proposed  provisions  in  either  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
or  the  Fair  Packaging  and  Labeling  Act. 
The  comments  argued  that  neither  act 
gives  the  Food  and  Drug  Administration 
the  authority  to  require  an  information 
panel  or  to  regulate  its  exact  location 
and  the  size  of  the  tsTje  to  be  used.  It 
was  also  asserted  that  there  is  nothing  in 
the  legislative  history  of  either  act  to 
indicate  that  Congress  intended  to  dele¬ 
gate  to  the  Food  and  Drug  Administra¬ 
tion  the  power  to  prescribe  the  specific 
location  of  any  label  declaration. 

The  Commissioner  concludes  that  sec¬ 
tions  201,  403,  and  701  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  contain 
sufficient  authority  for  the  promulgation 
of  this  regulation.  Section  403(a)  pro¬ 
vides  that  a  food  shall  be  deemed  to  be 
misbranded  if  its  labeling  is  false  or 
misleading  in  any  particular,  and  section 
201(n)  states  that  the  failure  to  include 
material  information  may  be  as  mislead¬ 
ing  as  the  inclusion  of  false  information. 
Section  403(f)  further  provides  that  a 
food  shall  be  deemed  to  be  misbranded 
if  any  of  the  information  required  by  law 
to  appear  on  the  label  or  labeling  is  not 
prominently  placed  thereon  with  such 
conspicuousness  and  in  such  terms  as  to 
render  it  likely  to  be  read  and  under¬ 
stood  by  the  ordinary  individual  imder 
customary  conditions  of  purchase  and 
use.  The  Commissioner  has  concluded 
that  the  Information  required  to  appear 
on  the  label  or  labeling  would  be  mislead¬ 
ing  and  lack  sufficient  prominence  and 
conspicuousness  to  render  it  likely  to  be 


read  and  imderstood  unless  it  appears  in 
compliance  with  the  requirements  of  new 
S  1.8d.  Section  701(a)  of  the  act  provides 
that  regulations  may  be  issued  for  the 
efficient  enforcement  of  the  act.  and  ac¬ 
cordingly  this  new  regulation  is  fully 
authorized. 

2.  Three  nutritionists  commented  in 
favor  of  a  uniform  location  for  nutrition 
information.  The  Society  for  Nutrition 
Education  objected  to  nutrition  infor¬ 
mation  being  restricted  to  either  the 
principal  display  panel  or  the  informa¬ 
tion  panel,  but  recommended  it  be  lo¬ 
cated  in  one  area.  The  Massachusetts 
Consumer  Council  agreed  with  an  infor¬ 
mation  panel  but  recommended  that  the 
panel  be  defined  in  more  detail  con¬ 
cerning  different  package  sha[>es  and 
sizes.  The  Coimcil  on  Children,  Media 
and  Merchandising  objected  to  the  de¬ 
fined  restriction  of  the  placement  of  the 
information  panel.  Forty-five  members 
of  industry  and  33  trade  associations, 
including  one  foreign  association,  also 
submitted  comments.  Some  objected  to 
the  concept  of  an  information  panel  as 
being  impracticable,  or  recommended 
that  the  proposal  concerning  informa¬ 
tion  panels  be  withdrawn.  Virtually  all 
comments  from  industry  and  trade  as¬ 
sociations  objected  to  the  requirement 
for  placement  of  the  information  panel 
immediately  to  the  right  of  the  principal 
display  panel  as  being  too  restrictive  or 
as  not  being  amenable  to  some  products. 

'The  Commissioner  has  considered  all 
these  comments.  Information  panels  on 
food  packages  wiU  contribute  organiza¬ 
tion  to  labeling  that  will  reduce  confusion 
and  promote  better  understanding,  in 
the  interest  of  consumers.  In  considera¬ 
tion  of  the  impracticability  of  placing  the 
information  panel  immediately  to  the 
right  of  the  principal  display  panel  in  all 
cases,  the  revised  regulation  provides  for 
variations  in  package  shapes  and  sizes. 
If  there  is  an  impracticable  panel  “im¬ 
mediately  to  the  right’’  or  if  the  pack¬ 
age  is  designed  so  that  there  is  no  such 
panel,  the  information  panel  will  be  per¬ 
mitted  to  appear  on  the  next  panel  to 
the  right.  For  example,  cycllndrical  con¬ 
tainers  with  a  principal  display  panel 
oriented  along  the  horizontal  (end-to- 
end)  axis  will  be  permitted  to  use  some 
other  part  of  the  cylindrical  surface  for 
the  required  information  panel  rather 
than  the  container  end.  In  cases  where 
there  are  two  or  more  alternate  principal 
display  panels,  only  one  information 
panel  is  required,  and  any  one  of  the  two 
or  more  alternate  principal  display 
panels  may  bear  the  required  informa¬ 
tion.  Areas  of  space  not  used,  e.g.,  be¬ 
tween  spot  labels  are  not  part  of  the  label 
or  Information  panel. 

3.  Severad  firms  objected  to  the  inclu¬ 
sion  of  certain  mandatory  Information 
under  S  l-8d.  or  objected  to  the  require¬ 
ment  that  this  information  appear  either 
on  the  principal  display  panel  or  on  the 
information  panel.  The  Commissioner 
believes  that  this  information  should  be 
easily  and  readily  available  to  consumers 
and  the  requirement  for  placement  on 
one  of  these  panels  is  the  most  appropri¬ 


ate  means  of  assuring  this  availability. 
Therefore,  this  requirement  remains  un¬ 
changed. 

4.  Concerning  the  minimum  type  size 
requirement  of  inch  there  were  com¬ 
ments  that  this  provision  is  unnecessarily 
rigid  and  impractical,  particularly  with 
respect  to  small  labels.  Lesser  minimum 
type  sizes  were  suggested.  Several  com¬ 
ments  expressed  concern  that  certain 
existing  labels,  e.g.,  a  milk  bottle  or  soda 
pop  bottle  cap  provide  insufficient  space 
to  accommodate  the  information  that 
would  be  required  in  view  of  the  new 
nutrition  labeling  requirements  imder 
§  1.17.  The  Commissioner  agrees  that 
type  size  is  only  one  of  the  elements 
which  determines  conspicuousness;  how¬ 
ever.  tsrpe  size  is  an  important  element 
that  can  be  readily  measured.  There¬ 
fore,  the  final  regulation  retains  a  uni¬ 
form  type  size  and  placement  require¬ 
ment,  but  provides  that  any  interested 
person  may  petition  the  Commissioner 
to  establish,  where  justified,  a  smaller 
type  size  or  an  alternative  means  of  dis¬ 
seminating  such  information  to  consum¬ 
ers. 

5.  Exemptions  were  requested  from 
the  requirements  of  S  1.8d  for  random 
food  packages,  margarine,  and  salt  on  the 
basis  of  conflict  with  existing  regulations. 
Section  1.1c  (21  CFR  1.1c)  exempts  ran¬ 
dom  food  packages  from  certain  require¬ 
ments  for  declaration  of  quantity  of  con¬ 
tents.  ’The  standard  of  identity  for 
margarine  §  45.1  (21  CFR  45.1)  requires 
mgredients  to  be  stated  on  the  principal 
display  panel  immediately  preceding  or 
following  the  name  of  the  food.  Section 
3.87  (21  CFR  3.87)  requires  labels  of  salt 
and  iodized  salt  to  bear  statements  con¬ 
cerning  iodide  to  appear  on  the  principal 
display  panel.  The  Commissioner  con¬ 
cludes  that  existing  regulations  concern¬ 
ing  random  food  packages,  salt,  and 
margarine  do  not  conflict  with  the  re¬ 
quirements  of  §  1.8d,  and  that  there  is  no 
reason  for  exempting  these  products 
from  the  requirements.  Those  existing 
regulations  remain  effective  and  are  not 
changed  by  S  1.8d. 

6.  In  response  to  other  concerns  ex¬ 
pressed  in  the  comments,  the  Commis¬ 
sioner  advises  that; 

(a)  'The  term  “label”  Is  defined  in  sec¬ 
tion  201  (k)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  to  mean  “a  display  of 
written,  printed,  or  graphic  matter  upon 
the  immediate  container  of  any  article 
#  •  • 

(b)  Information  required  by  the 
regulation  may  be  repeated  in  whole  or 
In  part  elsewhare  on  the  label,  provided 
it  is  not  misleading. 

(c)  Information  not  required  to  ap¬ 
pear  on  the  principal  display  panel  or  in¬ 
formation  panel  is  not  subject  to  the  type 
size  restrictions. 

The  Commissioner  concludes,  having 
considered  the  comments  received  and 
other  relevant  material,  that  the  pro¬ 
posed  regulation  with  changes,  should  be 
adopted  as  set  forth  below. 

'Therefore,  pursuant  to  the  provisions 
of  the  Federal  Food,  Drug,  and  Cosmetic 
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Act  (secs.  201,  403.  70l(at .  52  Stat.  1040- 
1042  as  amended,  1047-1048  as  amended. 
1055:  21  U.S.C.  321.  343.  371  »a)).  and 
under  authority  delegated  to  him  (21 
CFR  2.120) ,  Part  1  is  amended  by  adding 
a  new  §  1.8d.  as  follows; 

§  l.3d  Food  labeling;  information  panel. 

(a)  Tlie  term  “information  panel’’  as 
it  applies  to  packaged  food  means  that 
part  of  the  label  immediately  to  the  right 
of  the  principal  display  panel  as  observed 
by  an  individual  facing  tlie  principal  dis¬ 
play  panel  with  the  following  exceptions : 

(1)  If  the  part  of  the  label  immedi¬ 
ately  to  the  right  of  tlie  principal  display 
panel  is  too  small  to  accommodate  the 
necessary  information  or  is  otherwise  un- 
useable  label  space,  e  g.,  folded  flaps  or 
can  ends,  the  panel  immediately  to  the 
right  of  this  part  of  the  label  may  be 
used. 

(2)  If  the  package  has  one  or  more 
alternate  principal  display  panels,  the 
information  panel  is  immediately  to  the 
right  of  any  principal  display  panel. 

(3)  If  the  top  of  the  container  is  the 
principal  display  panel  and  the  package 
has  no  alternate  principal  display  panel, 
the  information  panel  is  any  panel  adja¬ 
cent  to  the  principal  display  panel. 

;b)  All  information  required  to  ap¬ 
pear  on  the  label  of  any  package  of  food 
pursuant  to  §5  1.8a.  1.8c,  1.10,  1.17,  1.18, 
and  Parts  80  and  125  of  this  chapter 
shall  appear  either  on  the  principal  dis¬ 
play  panel  or  on  the  information  panel 
imless  otherwise  specified  by  regulations 
in  this  chapter. 

(c)  All  information  appearing  on  the 
principal  display  panel  or  the  informa¬ 
tion  panel  pursuant  to  this  section  shall 
appear  prominently  and  conspicuously, 
but  in  no  case  may  the  letters  and/or 
numbers  be  less  than  Vie,  inch  in  height 
unless  an  exemption  pursuant  to  para¬ 
graph  (e)  of  this  section  is  established. 
The  requirements  for  conspicuousness 
and  legibility  shall  include  the  specifi¬ 
cations  of  jS9  1.8b(h)  (1)  and  (2)  and 

1.9. 

(d)  All  information  appearing  on  the 
principal  display  panel  or  on  the  in¬ 
formation  panel  pursuant  to  this  section 
shall  appear  on  the  same  panel  unless 
there  is  in.sufficlent  space.  If  there  is  in¬ 
sufficient  space  for  all  of  this  information 
to  appear  on  a  single  panel  it  may  be 
divided  between  these  two  panels  except 
that  the  information  required  pursuant 
to  any  given  section  or  part  shall  all 
appear  on  the  same  panel. 

(e)  If  the  label  of  any  package  of  food 
is  too  small  to  accommodate  all  of  the 
information  required  by  §§  1.8a,  1.8c, 

1.10,  1.17,  1.18,  and  Parts  80  and  125,  the 
Commissioner  may  establish  by  regula¬ 
tion  an  acceptable  alternative  method  of 
disseminating  such  Information  to  the 
public,  eg,  a  type  size  smaller  than  Vh 
inch  in  hci;rht.  or  labeling  attached  to 
or  Insert  u  in  tlie  package  or  available  at 
the  point  of  purcha-se.  A  petition  request¬ 
ing  such  a  icgulation.  as  an  amendment 
to  this  p.u.fraph,  shall  be  .submitted  to 
the  Hearing  Clerk  in  the  form  established 
in  5  2.65  of  this  chapter. 


Effective  date.  All  labeling  ordered 
after  December  31,  1973,  and  all  labeling 
used  for  products  shipped  in  interstate 
commerce  after  December  31,  1974  shall 
comply  with  this  regulation. 

(Secs  201,  403,  701(a),  52  Stat  1040  1042  as 
amended,  1047-1048  as  amended,  1055;  21 
U.S.C.  321,  343,  371(a)) 

Dated;  January  12.  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

(FR  Doc.73-987  FUed  1-18-73; 8; 45  am] 


PART  1— REGULATIONS  FOR  THE 
ENFORCEMENT  OF  THE  FEDERAL 
FOOD,  DRUG,  AND  COSMETIC  ACT 
AND  THE  FAIR  PACKAGING  AND 
LABELING  ACT 

Nutrition  Labeling 

In  the  Federal  Register  of  March  30. 
1972  (37  FR  6493),  the  Commissioner  of 
Food  and  Drugs  proposed  a  new  section 
on  nutrition  labeling  under  Title  21.  Indi¬ 
viduals  and  organizations  submitted  3,140 
comments  on  the  proposal.  These  in¬ 
cluded  2,863  comments  from  individual 
consumers,  71  from  consumer  groups  and 
dietetic  associations,  57  from  profes¬ 
sionals,  24  from  representatives  of 
governmental  agencies  including  State 
and  local  groups.  84  from  food  manufac¬ 
turers  and  distributors,  and  41  from 
trade  associations.  Comments  received 
from  all  of  these  groups  and  individuals 
strongly  favored  nutrition  labeling,  with 
the  exception  of  23  replies  which  con¬ 
tained  negative  views  of  the  basic  con¬ 
cepts  of  the  proposal. 

Mandatory  nutrition  labeling.  Some 
290  consumers  and  15  consumer  groups 
believe  that  nutrition  labeling  should  be 
mandatory  for  all  foods.  The  Commis¬ 
sioner  has  concluded  that  insufficient  in¬ 
formation  is  known  about  the  nutrient 
content  and  variability  of  some  foods, 
and  that  the  analytical  methodology  and 
capability  of  some  food  manufacturers, 
processors,  and  distributors  is  inadequate 
to  permit  adoption  of  a  requirement  at 
this  time  that  all  foods  bear  nutrition 
labeling.  Experience  under  this  new  reg¬ 
ulation  is  required  before  expansion  to  all 
foods  on  a  mandatory  basis  can  be 
considered. 

Percentage  labeling.  Some  17  consumer 
groups  requested  percentage  labeling  of 
at  least  major  food  ingredients,  e.g.,  the 
percentage  of  fimit  juice  and  fruit  drinks. 
The  Commissioner  has  proposed  a  sepa¬ 
rate  regulation  dealing  with  this  .subject 
in  the  Federal  Register  of  June  22.  1972 
(37  FR  12327),  and  a  final  order  will  be 
issued  on  it  in  the  near  future. 

Applicability  of  nutrition  labeling. 
Numerous  comments  requested  clarifica¬ 
tion  of  the  circumstances  under  which 
nutrition  labeling  will  and  will  not  be 
applicable,  and  particularly  the  relation¬ 
ship  betw'een  nutrition  labeling  and 
special  dietary  food  labeling  under  21 
CFR  Part  125.  The  final  regulation  clari¬ 
fies  both  of  these  points. 

Except  for  some  standaidized  foods, 
ti.e  deci.sion  to  add  a  vitamin  or  mineral 


to,  or  make  a  nutritional  claim  for,  a 
food  is  entirely  voluntary.  The  Com¬ 
missioner  has  therefore  concluded  that, 
where  a  nutrient  is  added  to  a  food, 
e.g.,  the  addition  of  vitamin  C  to  a  break¬ 
fast  drink,  or  a  claim  or  information  with 
respect  to  nutritional  properties  of  a 
food  is  included  in  labelin?  or  advertis¬ 
ing,  e.g.,  the  amount  of  vitamin  C  in 
orange  juice,  or  the  fact  that  orange 
juice  is  a  good  source  of  vitamin  C,  or  a 
genera!  or  .siieclflc  reference  to  the 
caloric  or  fat  content  of  a  food,  or  any 
other  representation  that  a  food  is  use¬ 
ful  in  the  daily  diet  because  of  any  of 
the  nutrient  qualities  covered  in  this 
regulation,  the  full  nutrition  labeling 
established  in  this  regulation  must  be 
utilized.  (Dnly  by  having  available  this 
full  nutrition  labeling  for  a  food  to  which 
such  a  nutrient  is  added  or  for  which 
such  claim  or  information  Is  provided 
can  such  claim  or  information  be  evalu¬ 
ated  and  vuiderstood.  and  the  food 
properly  used  in  the  diet.  Without  full 
nutrition  labeling  such  claims  or  infor¬ 
mation  would  be  confusing  and  mislead¬ 
ing  for  lack  of  completeness,  and  could 
deceive  consumers  about  the  true  nutri¬ 
tional  value  of  the  food,  its  overall  nutri¬ 
tional  contribution  to  the  dally  diet,  and 
its  nutritional  weaknesses  as  well  as 
strengtiis.  Since  addition  of  nutrients 
and  use  of  nutrition  claim.s  or  Informa¬ 
tion  is  voluntary  in  ma=!t  cases,  the  ap¬ 
plication  of  this  new'  regulation  on 
nutrition  labeling  is  also  voluntary.  A 
manufacturer  who  does  not  wi.sh  to  use 
nutrition  labeling  need  not  add  nu¬ 
trients  to  his  products  or  refer  to  their 
nutritional  properties  in  labeling  or 
advertising. 

All  food  standards  providing  for  addi¬ 
tion  of  nutrients  or  labeling  of  nutri¬ 
tional  qualities  have  been  reviewed.  R)r 
most  food  standards,  the  addition  of 
nutrients  is  optional  and  nutrition  label¬ 
ing  is  therefore  entirely  appropriate  be¬ 
cause  the  manufacturer  is  not  required 
to  add  nutrients  or  to  label  nutritional 
properties.  For  those  few  food  standards 
where  the  addition  of  nutrients  and/or 
the  labeling  of  nutritional  properties  is 
mandatory,  the  Commissioner  has  con¬ 
cluded  that  no  hardship  will  be  imposed 
by  the  application  of  nutrition  labeling. 
Accordingly,  none  of  these  standardized 
foods  is  exempted  from  nutrition  label¬ 
ing  The  Commls.sloner  will  consider  re¬ 
quests  for  such  exemptions  on  an  ad  hoc 
basis,  based  upon  a  showing  of  undue 
hardship. 

Several  food  standards  for  enriched 
foods  require  labeling  under  21  CFR  Part 
125.  The  addition  of  a  nutrient  or  the  use 
of  a  nutrition  claim  or  information  has  in 
the  past  uniformly  required  the  use  of 
labeling  under  21  CFR  Part  125.  The 
Commi.ssloner  has  therefore  reviewed  the 
relation.ship  of  21  CFR  Part  125  to  nutri¬ 
tion  labeling  and  has  reconciled  them  in 
a  way  designed  to  provide  the  maximum 
useful  information  to  consumers. 

In  the  paut,  the  term  “special  dietary 
food”  has  been  defined  to  include  any 
food  to  which  a  nutrient  has  been  added 
or  for  which  nutrition  claims  or  informa- 
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tion  have  been  used.  Tills  approach  was 
adopted  to  assure  that  such  foods  would 
contain  specific  label  informatiiui  about 
the  particular  nutrient  (s)  involved, 
pursuant  to  regulations  promulg.atcd  in 
21  CFR  Part  125,  because  until  now 
general  nutrition  labeling  for  such  foods 
was  not  considered  feasible  or  appropxi- 
ate.  In  fact,  virtually  all  of  the  hxjds 
categorized  as  special  dietary  foods  for 
purposes  of  requiring  nutrient  labeling 
have  been  intended  for  consumption  by 
the  general  population  and  not  ’jy  any 
particular  small  segment. 

The  development  of  general  nutrition 
labeling,  applicable  to  all  foods,  obviate.5 
continuation  of  nutrient  labeling  of  the -a 
general  puipose  foods  under  21  CFK  Part 
125,  and  permits  replacement  of  this  ajj- 
proach  with  broad  nutrition  labeling 
under  new  §  1.17  (21  CFR  1.17>  .as  set 
forth  below. 

For  some  products,  general  nutrition 
labeling  under  5 1.17  is  inappropiiate  and 
very  specific  sirecial  dietary  food  label¬ 
ing  under  21  CPU  Part  125  is  retained. 
Tliese  foods  are  exempted  from  §  1 17  in 
this  final  regulation.  ;5tich  o  i-'mpted 
foods  include  cei’tain  Infrut  foods  <for 
which  .separate  labeling  has  pro¬ 
mulgated  in  21  CPU  125.5* :  dienry  .sup¬ 
plements  of  vitamins  and  miner  ds  'sub¬ 
ject  to  a  standard  of  idtoility  pr-vjiiul- 
.gated  elsewhere  in  this  is.Mie  of  the 
Federal  Rnc.isxER  as  §  30.1  <21  CPU  fcO.l) 
and  for  which  .specific  special  dietaiy 
food  labeling  under  21  CPU  Part  125  is 
appropriate) ;  any  food  intended  for  u.-e 
as  the  sole  item  of  the  diet  (for  which 
sjX'clflc  .special  dietary  food  laholin  j,  l)i- 
cluding  in  some  ca.sc3  amino  acid  com¬ 
position,  is  appropriate  tinder  21  CPU 
Part  125) ;  and  foods  represented  for  use 
.solely  Under  mqdicel  su’jervJsion  in  the 
dietary  management  of  specific  diseases 
and  di.sorders  (such  as  fooils  for  the  die¬ 
tary  mnnagement  of  inborn  errors  of 
metabolism,  for  which  ^specific  special 
dietary  foot!  labeling  is  also  moie  a):pio- 
piiate  under  21  CPU  Part  125>.  In  each 
of  these  instances,  the  brosd  approa^'h 
adopted  for  nutrition  labeling,  which  l.s 
clearly  desirable  for  general  c-v.suin'’r 
u.se,  is  iriO'jpropriate  bcc-ausc  cf  tJ;e  rc'C'-l 
for  more  detailed  and  specific  inlonna- 
tion  and  because  the  type  of  picd’:!  t  in¬ 
volved  is  more  readily  susceptible  to  pre¬ 
cise  quality  control  of  the  nutiicnt  lev  .ls. 

To  correct  the  present  re-fiirnce  in 
s<jveral  food  standarls  to  la1>oUng  u)tder 
23.  CFlt  Part  125,  the  C<)!.)ii-,j;‘^!'.n<  v  is 
proposing  ePewJrere  in  thi.s  )s.H’.e  '  t  M'.tj 
Federal  IIegisier  to  amend  j;))  vu'-l. 
standards  \o  pi.rvide  (hat  Hk-  x>f.  xei:eo 
be  changed  to  iie.v  S  l.W.  '1  '-'nt  r.nt 
125.  which  is  the  subject  of  ;v  ^eiJ.'iraie 
order  pifijlishcd  elsc.v!iv*re  in  this  i'^M:e 
of  llie  P'Krij-.RAL  Uegtsiih,  al  .i  cl.'  iiu"? 
the  intended  application  of  8  1.37  l.y 
pro.idinri  that  the  term  “speci  •!  di  <  .;vy 
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cept  for  foods  for  which  nutrition  label¬ 
ing  is  used  as  required  pursuant  to 
8  1.17. 

The  revision  of  21  CPU  Part  125  pub¬ 
lished  elsewhere  in  this  issue  of  the  Fed¬ 
eral  Register  relates  only  to  §§  125.1- 
125.3,  and  does  not  deal  with  §  125.6 
'  relating  to  food  used  in  control  of  body 
weight  or  iix  dietary  management  with 
re.ipect  to  disease) .  Although  a  revision 
of  5 125.6  has  been  proposed  and  was 
included  as  part  of  the  1968-70  Special 
Dietary  Pood  Hearings,  the  Commis¬ 
sioner  has  not  yet  acted  upon  this  as¬ 
pect  of  those  hearings. 

As  already  explained,  any  reference 
in  labeling  or  advertising  to  protein,  fat, 
carbohydrate.s,  or  calories  will  x’esult  hi 
a  requirement  that  the  food  bear  full 
nutrition  labeling  pursuant  to  new 
§  1.17.  Uxider  8  125.6,  which  is  more 
limited  in  its  application  than  8  1.17, 
specific  claims  relating  to  w'eight  con¬ 
trol  or  dietary  management  of  di-sease 
result  in  a  i-equirement  that  the  pr<.Miuct 
bear  a  statement  of  the  percent  by 
weight  of  protein,  fat,  and  carbohy¬ 
drates,  and  the  number  of  caloric.s.  Ixi 
view  of  the  wording  of  new  §  1.17,  thcx*e 
will  be  no  situatioxi  in  which  8  125.3  will 
be  applicable  and  8  1.17  will  not  be  ap¬ 
plicable.  Moreover,  8  1.17  requires  that 
the  Information  .set  out  in  §  123.0  bo  in¬ 
cluded  in  nutrition  hvbeling  in  the  for¬ 
mat  established  in  §  1.17.  'Dius,  thc.se 
two  regulations  are  entirely  consistent, 
and  there  is  xio  need  to  amend  §  125.6 
to  accommodate  nutrition  labeling  at 
this  time.  The  Conimis.sioxier  intends  to 
review  the  need  for  8  125.6,  and  to  act 
upon  the  related  i^sue  of  claims  based 
upon  caloric  content  of  a  food,  in  the 
context  of  the  pi*opcsals  which  wore 
the  subject  of  the  Special  Dietary  Pood 
Hearings,  in  the  near  future. 

Sodium  declaration.  Swrcral  authori¬ 
ties  Indicated  the  value  of  continuing 
to  list  sodium  content  of  foods,  without 
listing  other  nutrients,  for  tliose  <jn  a 
sodium-controlled  diet,  'lliis  need  has 
been  met  by  pexiiiitting  the  listing  of 
sodium  Ixi  milligrams  per  serving,  with¬ 
out  subjecting  the  l  ibt‘1  to  the  require¬ 
ments  of  nutrition  labeling.  Any  .such 
label  declaration  must  Ix;  in  coinpll.nace 
with  5  125.9.  How'ever,  §  1.17  provides 
for  the  inclasion  of  sodium  content 
within  nutritlonnl  labeling  when  the 
manufactiurer  so  choo.s..vi.  When  a  so¬ 
dium  conbuxt  declaration  j.s  included  in 
full  nutrition  labelin;;,  the  fodium  con- 
ivnt  deciaralicu  shall  appc.ir  imniv*- 
dl.ately  following  the  statement  on  fiat 
content. 

Clwlcstcrol  declaratmn.  Because  of 
the  interest  of  many  In.hviduah  and 
medic  »1  authoiities,  the  Commis.sionpr 
has  conclu'icd  that  it  la  in  the  host  in¬ 
terest  of  tho  consumer  to  ji's-mlt  listing 
of  choleitoi’ol  content  witlio’xt  s’llijcct- 
ing  the  label  to  the  req  jix  em.’ot  ox’  full 
nutrllicn  tubcllng.  Any  .such  laid  must 
bo  in  compliance  with  5  1.18,  .vldcU  Is 
pubHdi"d  in  this  l.s.suc  of  the  i*c'w:itAL 
llKOTSTER.  However,  5  11/  provfdc.a  for 
the  iiicluslon  of  cholc;  tcxol  content  vixen 
the  rarinuf.aettircr  cho<»sos.  When  a 
fiiolcstcial  dcclar a'irin  is  Intlu  1  .1  in 
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full  nutrition  labeling,  the  declaration 
shall  appear  immediately  following  the 
fat  statement. 

Infant,  baby,  and  junior  food.  Manu¬ 
facturers  of  strained  conventional  foods 
for  infants  and  children  asked  that  they 
be  permitted  to  use  a  standard  for  nutri¬ 
tion  labeling  applicable  to  children  im- 
der  4  years  of  age.  This  has  been  pro¬ 
vided  for  in  the  final  order  by  pennltting 
these  products  to  utilize  the  I'ecom- 
mended  daily  allowances  for  children 
under  4  years  of  age  as  set  forth  in  new 
21  CFR  125.1(b),  which  is  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  and  a  corresponding  average 
serving  size. 

Reference  standard.  The  problem  of 
selecting  a  proper  reference  standard 
for  nutrient  levels  drew  considerable 
comment.  The  change  from  n.se  of  the 
outiiated  Pood  and  Drug  Admlnl.stration 
Minimum  Daily  Requirement  (MDR) 
values  to  u.se  of  a  standard  derived  from 
the  National  Academy  of  Scicnccs-Na- 
tional  Re.search  Council  (NAS-NRC) 
Recommended  Dietary  Allowance  xRDA) 
values  was  approved  by  all  who  com¬ 
mented.  Several  .specialists  in  the  area 
of  human  nr.tritional  needs  commented 
on  the  selection  of  the  proper  reference 
standard  and  its  nomenclature.  Most  of 
these  Epceiilist.s  igrocd  that,  to  be  itsc- 
ful  for  labeling,  the  table  of  the  NA:3- 
NRC  report  “Recommended  Dietary  Al¬ 
lowances”  needs  simplification.  Sugges¬ 
tions  Incluicfl  calculating  a  weighted 
mean  Reconujiendexi  Dietary  Allowance 
tRD.A)  ^-afue,  rmltting  or  including  in¬ 
fants  and  pregnant  women,  and  using 
one  .specific  RDA  group,  such  as  the 
22-to-35-.vear-old  male  or  female.  An 
NAS-NllC  ad  hoc  Conference  on  Nutri¬ 
tional  Labeling  held  July  24-26,  1972,  in 
Washington,  D.C..  recommended  use  of 
the  adult  male  standax-d,  adding  an  al¬ 
lowance  for  vitamin  D. 

Tlie  xicr-d  was  4*ccognlzcd  for  the  de¬ 
velopment  of  a  !;ii'gle  set  of  .standard 
nutrient  leipfirement’s  applicable  tn  nu¬ 
tritional  lib  'liiig  and  other  regnlit.ions 
with  nutiit.lcn  components.  After  con¬ 
sideration  of  the  coiximants  on  tlic  nu¬ 
trition  i.cl.cling  proix>.sal  axvi  otlu-r 
available  Inbuinallon,  a  .standai\l  s*;t  of 
valuc.s,  tu  l;e  known  as  the  U.S.  Recorn- 
mendcil  Di;Jy  Allo^v.nIct•s  (11.11  UDA), 
wM-s  develoj.cd.  llie  de.slgnallon  “11.0. 
RDA”  will  ils*inf.iil.sh  this  set  of  values 
f)f.m  any  single  sot  ijf  NAS-NRC  UDA 
values.  There  RDA  values  w'cxe  de- 
liviil  iioio  hiqea;  .t  value  for  each 
nnliient  /v'-n  hi  riv.  NAS-NRC  taiic.'i 
for  males  a.ift  nomm'iniant,  nonlact.utlnr; 
£en  ales  i  or  x  xox’c  yr  u  of  age,  except  for 
fdclura,  p.iasphorcus,  bhdlo,  panto* 
Ihonic  acl'i,  copper,  and  zinc. 

Ihe  .hi;/ia?st  valuc.s  were  .5ti'cte.d  to 
.V -l.t  all  .-e.'rnmti  of  the  i>opul  iilon. 
.Vmthci,  the  dilfexmccs  bctv/ee.n  Mp 
highvr.t  vah’n  .?n<l  soiria  -pccific  set  of 
v-dues  fur  r  a  a  ,c  or  •  ^  or  a  mC- 

tlien  or  mean  'm  ai.r  gen >r.al1y  mlnr.r. 
Thu  U.S.  RDA  ••iu.”  for  »  diimu  .t.iil 
;jhu-.i)h-n*i.s  rioiii  1  i<i.vm)  are  not  the 
lii'jhe  .t  valtK'j  in  ^ho  abav.i -cited  NA.-?- 
NR(7  tiibka  x.:r  tli  -o  nutiirr.l  ;  'both  l.A 
.gxam  ),  tv'e  lit  e  jf  (iioir  pb’.  o  i 
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and  solubility,  the  wide  variability  in  re¬ 
quirements  depending  on  age  <0.8  to  1.4 
gram.s),  the  human  requirements  of  ap¬ 
proximately  1  gram  generally  accepted 
in  the  United  States,  and  the  lower  val¬ 
ues  generally  advocated  by  international 
nutrition  groups,  e.g.,  the  PAO/WHO 
Expert  Group  on  Calcium  Requirements. 

'I\\’o  members  of  the  National  Advi¬ 
sory  Food  Committee  to  the  Pood  and 
Drug  Administration  pointed  out  that 
the  National  Academy  of  Sciences  has 
not  tabulated  RDA  values  for  biotin, 
pantothenic  acid,  copper,  and  zinc,  al¬ 
though  these  nutrients  are  now  recog¬ 
nized  as  essential  in  human  nutrition. 
While  biotin,  pantothenic  acid,  copper, 
and  zinc  are  so  widely  distributed  in 
conventional  foods  that  it  would  be  diffi¬ 
cult  to  select  a  diet  in  which  they  would 
be  deficient,  they  are  essential  nutrients 
and  are  included  as  optional  nutrients  in 
dietary  supplements  in  21  CFR  80.1. 
Therefore,  the  Commi.ssioner  has  con¬ 
cluded  that  it  i.s  appropriate  to  include 
biotin,  pantothenic  acid,  copper,  and 
zinc,  in  nutrition  labeling  at  tliis  time. 
In  addition,  evidence  of  zinc  deficiency 
in  some  segments  of  the  population  also 
supports  the  conclusion  that  zinc  should 
bo  included  in  nutrition  labeling. 

It  is  anticipated  that  the  U.S.  RDA 
values  will  be  amended  periodically  to 
concur  with  major  changes  that  may  be 
made  in  the  National  Academy  of 
Sciences-National  Research  Council  RDA 
values. 

Standardized  format.  The  Pood  and 
Drug  Administration  proposed  a  stand¬ 
ardized  format  for  listing  seven  com¬ 
monly  analyzed  nutrients.  Tliis  proposal 
was  well  received  by  consumers,  con¬ 
sumer  groups,  and  most  professionals 
and  teachers.  The  inten.se  interest  of 
consumer  groups  in  inclusion  of  all  seven 
nutrients  in  the  standardized  format 
has  been  reiterated  several  times.  In¬ 
dustry,  however,  strongly  opposed  listing 
nutrients  that  were  not  present,  empha¬ 
sizing  that  this  is  a  negative  approach 
to  nutrition  labeling  and  referring  to  it 
as  “negative  labeling.’’  Recognizing  the 
validity  of  both  views,  the  Commissioner 
has  concluded  that  it  is  reasonable  to 
require  a  standard  seven-nutrient  for¬ 
mat  unless  a  food  contains  le.ss  than  2 
percent  of  the  U.S.  RDA  for  four  or  more 
of  the  seven  nutrients.  In  the  latter  case, 
the  manufacturer  or  distributor  may  list 
no  more  than  three  nutrients  without 
listing  the  seven  required  by  the  stand¬ 
ard  format.  Where  the  standard  seven- 
nutrient  format  is  not  used,  it  is  neces¬ 
sary  to  add  the  statement  “contains  less 
than  2  percent  of  the  U.S.  RDA  of 

- .’’  listing  whichever  of  the  seven 

nutrients  for  which  specific  levels  have 
not  been  declared. 

The  original  proposal  indicated  that 
quantities  of  nutrients  at  levels  le.ss  than 
5  percent  of  the  RDA  would  be  consid¬ 
ered  insignificant  and  would  have  to  be 
labeled  to  show  consumers  this  fact.  Sug¬ 
gestions  were  made  that  levels  of  nutri¬ 
ents  less  than  the  lowest  increment  be 
designated  by  an  asterisk  opposite  the 
given  nutrient  or  nutrients  in  the  stand¬ 
ard  seven-nutrient  format  with  a  refer¬ 


ence  statement  “less  than _ percent 

of  the  RDA”  After  careful  consideration 
of  these  comments,  the  regulation  has 
been  changed  to  provide  that  nutrients 
present  in  amounts  less  than  2  percent 
of  the  U.S.  RDA  may  be  indicated  by  a 
zero,  or  by  an  asterisk  referring  to 
another  asterisk  placed  at  the  bottom  of 
the  table  and  followed  by  the  statement 
“contains  less  than  2  percent  of  the  U.S. 
RDA  of  this  (these)  nutrient 
(nutrients) .’’ 

Labeling  increments.  Tlie  question  of 
“negative  labeling’’  is  linked  to  the  label¬ 
ing  increments  u.sed  Many  of  the  objec¬ 
tions  to  a  standardized  format  di.sappear 
when  the  lower  limit  for  a  serving  is 
decreased  from  the  proposed  5  percent 
of  the  reference  standard  of  a  nutrient 
to  2  percent  of  that  standard.  Such  small 
increments  appear  to  be  approaching  the 
limits  of  accuracy  of  the  analytical 
methods.  However,  practicing  nutrition¬ 
ists  pointed  out  that  nutritionally  ac¬ 
ceptable  diets  could  be  assembled  with 
foods  that  had  nutrient  contents  that 
are  virtually  all  below  the  proposed  5 
percent  cutoff  value.  Nutrition  labeling 
is  voluntary,  and  manufacturers  need 
positive  reasons  for  using  nutrition  label¬ 
ing  if  it  is  to  be  widely  accepted  and  of 
optimum  value  to  the  consumer.  In  rec¬ 
ognition  of  these  views,  the  regulation 
includes  me  of  a  standard  format,  but 
with  reduction  of  the  increments  to  2 
percent  for  levels  up  to  and  including 
10  percent  of  the  reference  standard  and 
to  5  perceirt  for  levels  above  10  percent 
and  up  to  and  Including  50  percent  of 
the  reference  standard.  As  originally 
proposed.  10  percent  increments  of  the 
U  S.  RDA  will  be  med  for  content  above 
50  percent. 

Combination  packaging.  Comments 
were  received  from  manufacturers  ask¬ 
ing  if  foods  commonly  combined  with 
other  ingredients  could  have  nutrition 
labeling  which  stated  nutrition  infor¬ 
mation  for  the  food  plm  the  ingredients, 
e.g.,  a  dry  cake  mix  plus  the  eggs  and 
milk  required  for  producing  a  finished 
cake,  or  dry  ready-to-eat  breakfast 
cereal  plus  milk.  Although  combined 
values  provide  the  consumer  with  a  bet¬ 
ter  view  of  the  nutritional  value  of  the 
food,  the  consumer  will  not  realize  the 
nutritional  value  of  the  specific  product 
purchased  if  only  such  combined  values 
are  provided.  It  appears  reasonable  to 
require  that  the  label  state  separately 
the  nutrition  information  for  the  spe¬ 
cific  food  product  and.  if  the  manufac¬ 
turer  desires,  to  give  the  nutrition  in¬ 
formation  for  the  product  plus  the  other 
ingredients  in  a  second  column  of  values. 
The  manufacturer  must  clearly  identify 
the  other  ingredients,  and  the  quantity 
used  as  part  of  one  serving  of  the  final 
food  SIS  consumed,  e.g.,  V2  cup  of  vitamin 
D  milk,  or  1  tablespoon  of  butter. 

It  was  pointed  out  that  a  number  of 
food  products  are  comprised  of  two  or 
more  separately  packaged  ingredients 
enclosed  in  an  outer  container,  and  if 
nutrition  information  were  placed  on 
the  labels  of  the  individual  packaged  in¬ 
gredients,  the  consumer  would  be  unable 
to  use  the  information  at  point  of  pur¬ 


chase.  It  is  rea.sonable  to  require  the 
manufacturer  to  place  nutrition  infor¬ 
mation  on  the  outer  container  for  the 
combination  of  the  individual  ingredients 
and  the  total  product.  However,  when 
two  or  more  food  products  are  simply 
combined  together  in  such  a  manner  that 
no  outer  container  is  used,  or  no  outer 
label  is  available,  each  product  shall  have 
its  own  nutrition  information  statement, 
e.g.,  tv,-o  boxes  taped  together  or  two  cans 
combined  in  a  clear  plastic  overwrap. 

Fortification  guidelines  and  nutritional 
claims.  The  subject  of  labeling  incre¬ 
ments  and  “negative  labeling”  is  inex¬ 
tricably  involved  with  the  problem  of 
“nutrient  races”  and  promi.scuous  forti¬ 
fication.  Several  educators  and  profes¬ 
sionals  cautioned  that  guidelines  for 
adding  nutrients  were  needed.  Nutrition 
labeling  is  designed  to  provide  consumers 
with  a  means  for  identifying  the  nutri¬ 
tion  properties  of  a  food,  and  is  not  in¬ 
tended  to  encourage  or  suggest  that  foods 
with  apparently  low  nutrient  content 
should  be  fortified  in  order  to  give  an 
improved  nutrition  label  statement.  In 
addition  to  existing  regulations  pertain¬ 
ing  to  nutrition  fortification,  the  Food 
and  Drug  Administration  intends  to  pub¬ 
lish  regulations  that  will  govern  nutrient 
additions.  These  regulations  will  include 
nutritional  quality  guidelines  for  specific 
classes  of  food.s  and  standards  of  iden¬ 
tity.  Also  governing  nutrient  additions 
are  the  regulations  dealing  with  special 
dietary  foods  (1  CFR  125.1-125.3)  and  a 
standard  of  identity  for  dietary  supple¬ 
ments  of  vitamins  and  minerals  (21  CFR 
80.1) ,  published  elsewhere  in  this  issue  of 
the  Federal  Register.  Until  the  new  reg¬ 
ulations  dealing  with  fortification  be¬ 
come  effective,  the  Food  and  Drug 
Administration  will  cimduct  frequent 
reviews  of  label  practices  of  food 
manufacturers  to  prevent  inappropriate 
and  irrational  addition  of  nutrients.  Un¬ 
warranted  claims  or  emphasis  based  on 
fortification  constitute  misbranding  in 
violation  of  section  403(a)  of  the  act. 

Some  foods  cmrently  available  to  con¬ 
sumers  have  added  nutrients  at  levels  of 
50  percent  or  more  of  the  U.S.  RDA  per 
serving  and  are  promoted  as  a  form  of 
dietary  supplement.  The  Commissioner 
has  concluded  that  such  products  are 
dietary  supplements  of  vitamins  and 
minerals.  Thus,  if  vitamins  and/or  min¬ 
erals  are  added  to  a  food  so  that  a  single 
seizing  provides  50  percent  or  more  of 
the  U.S.  RDA  of  any  one  of  the  added 
vitamins  and  or  minerals,  unless  such 
addition  is  permitted  or  required  in  other 
regulations,  e  g.,  standards  of  identity  or 
nutritional  quality  guidelines,  such  food 
is  a  dietary  supplement  that  is  subject  to 
and  must  confonn  to  the  standard  of 
identity  set  forth  in  21  CFR  80.1  as  re¬ 
lated  to  vitamins  and  minerals,  as  well 
as  conforming  to  the  requirements  of  nu¬ 
trition  labeling  relating  to  nutrients 
other  than  vitamins  and  minerals. 

With  the  selection  of  smaller  incre¬ 
ments  (2  percent)  below  the  10  percent 
level,  there  is  concern  that  claims  of 
nutrient  superiority  of  one  food  over  an¬ 
other  based  solely  on  small  differences 
could  become  a  problem.  'The  smaller  in- 
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crementB  were  selected  in  order  to  pro¬ 
vide  more  useful  nutrition  labeling  for 
consumers,  because  otherwise  the  cumu¬ 
lative  amounts  of  low  nutrient  levels 
would  not  be  known  (e.g.,  it  is  estimated 
that  20  percent  to  40  percent  of  the  dally 
nutrient  suw>ly  is  obtained  from  foods 
ccHitaining  less  than  5  percent  of  the  U.S. 
RDA  in  a  serving) ;  the  small  increments 
are  not  intended  to  suggest  that  a  2  per¬ 
cent  or  5  percent  difference  in  one  food 
is  itself  significant.  When  making  claims 
of  nutrient  superiority  of  one  food  over 
another,  a  difference  of  less  than  10  per¬ 
cent  of  the  U.S.  RDA  is  not  considered 
significant.  Thus,  any  label  claims  for 
nutritional  superiority,  or  claims  that  a 
product  makes  a  significant  contribution 
to  the  daily  allowances  of  a  nutrient(s) , 
will  be  evaluated  by  this  10  percent 
standard. 

Comments  were  received  calling  atten- 
ti<m  to  the  possible  abuse  of  nutrition 
labeling  by  the  use  of  labeling  claims  for 
specific  pn^erties  of  a  food  in  the  pre¬ 
vention  or  treatment  of  diseases  or  dis¬ 
orders,  or  suggesting  that  conventional 
foods  in  the  U.S.  diet,  as  usually  pre¬ 
pared,  are  inadequate  to  meet  nutritional 
needs  or  that  “natural”  sources  of  vita¬ 
mins  are  different  and  better  than  vita¬ 
mins  chemically  produced  or  in  isolated 
form.  These  problems  were  also  pointed 
out  during  the  1968-70  Special  Dietary 
Hearings  as  reflected  in  the  findings  of 
fact  and  conclusions  of  law  in  21  CFR 
Part  125  published  elsewhere  in  this  issue 
of  the  Federal  Register.  Based  upon  the 
foregoing,  the  Commissioner  concludes 
that  a  food  labeled  under  the  provisions 
of  this  sectimi  shall  not  be  considered  to 
be  in  conformity  with  the  requirwnents 
of  sectiixis  201  (n)  and  403(a)  of  the  act 
if  its  labeling  represents,  suggests,  or 
imiriies: 

1.  That  the  food,  because  of  the  pres¬ 
ence  or  absence  of  certain  dietary  prop¬ 
erties,  is  adequate  or  effective  in  the 
prevention,  cure,  mitigation,  or  treat¬ 
ment  of  any  disease  or  s^'mptom. 

2.  That  a  diet  of  ordinary  foods  cannot 
supply  adequate  amounts  of  nutrients. 

3.  TTiat  the  lack  of  optimum  nutritive 
quality  of  a  food,  by  reason  of  the  soil  on 
which  that  food  was  grown,  is  or  may  be 
responsible  for  an  inadequacy  or  defi¬ 
ciency  in  the  quality  of  the  daily  diet. 

4.  That  the  storage,  transportation, 
processing,  or  cooking  of  a  food  is  or  may 
be  responsible  for  an  inadequacy  or  defi¬ 
ciency  in  the  quality  of  diets. 

5.  That  the  food  has  dietary  proper¬ 
ties  when  such  properties  are  of  no  sig¬ 
nificant  value  or  need  in  human  nutri¬ 
tion.  Over  the  years  there  have  been  a 
number  of  ingredirats  or  products  m.ar- 
keted  as  nutrients  and  nutritional  supple¬ 
ments  which  have  not  been  shown  to  be 
essential  in  human  nutrition.  This  point 
was  discussed  in  considerable  detail  dur¬ 
ing  the  1968-70  Special  Dietary  Food 
Hearings.  Among  ingredients  or  products 
of  this  type  are  rutin,  other  bioflavo¬ 
noids,  para-aminbbenzoic  acid,  inositol, 
and  similar  ingredients  or  products. 
These  ingredients  or  products  have  fre¬ 
quently  been  combined  with  vitamins 
and  minerals  or  otherwise  represented  as 


a  t3rpe  of  nutritional  supplement.  In 
these  situations,  there  is  a  false  repre¬ 
sentation  that  these  ingredients  or  prod¬ 
ucts  have  nutritiwial  value.  The  Com¬ 
missioner  has  concluded  that  for  ingredi¬ 
ents  or  products  of  this  type  there  may 
not  properly  be  made  direct  or  implied 
nutritional  claims,  and  that  in  no  in¬ 
stances  can  these  ingredients  or  products 
be  represented  in  any  way  that  suggests 
a  nutritional  value.  Combining  these  in¬ 
gredients  or  products  with  added  vita¬ 
mins  and/or  minerals  in  any  food,  or 
adding  these  ingredients  to  any  food  for 
which  nutrition  labeling  is  used,  or  call¬ 
ing  attention  to  these  ingredients  or 
products  in  a  manner  which  would  be 
considered  to  imply  some  nutritional 
benefit,  is  inherently  misleading.  Label¬ 
ing  of  such  ingredients  or  products  may 
not  state  that  their  usefulness  in  human 
nutrition  has  not  been  established  or 
otherwise  disclaim  dietary  or  therapeutic 
value  since  such  statements  are  also 
misleading.  The  Commissioner  recog¬ 
nizes  that  there  are  individuals  who  de¬ 
sire  to  purchase  ingredients  or  products 
of  this  type  for  various  reasons.  These 
individuals  have  a  right  to  obtain  these 
ingredients  or  products  as  long  as  they 
are  truthfully  labeled.  Thus,  ingredients 
or  products  of  this  type  may  pr<H>€riy  be 
marketed  as  individual  ingredients  or 
products  or  mixtures  thereof,  provided 
that  no  nutritional  or  dietaiv  supple¬ 
ment  claims  or  disclaimers  are  made. 

6.  That  a  natural  vitamin  in  a  food  is 
superior  to  an  added  vitamin,  or  to  dif¬ 
ferentiate  in  any  way  between  vitamins 
naturally  present  from  those  added. 

Protein  quality.  Wide  divergence  of 
opinions  and  views  appears  regarding 
the  need  to  have  a  measure  of  protein 
quality.  Suggestions  for  rating  protein 
quality  ranged  from  comprehensive  scal¬ 
ing  factors  to  simple  delineation  of  vege¬ 
table  and  animal  protein  sources.  Meas¬ 
ures  of  protein  quality  are  complex  and 
expensive  and  commcwily  are  related  to 
use  of  the  given  protein  as  a  imique 
source  during  the  test.  Despite  the  diffi¬ 
culty  of  selecting  a  standai^,  consumers 
should  be  protected  against  indiscrimi¬ 
nate  use  of  various  low-quality  sources 
of  protein. 

The  65-gram  figure  cited  in  the  pro¬ 
posal  is  the  value  listed  in  the  NAS-NRC 
report,  “Recommended  Dietary  Allow¬ 
ances,”  1968.  This  figure  presumes  con¬ 
sumption  of  a  mixture  of  protein  sources, 
and  is  therefore  a  reasonable  value  for 
proteins  in  general.  The  above  report  fur¬ 
ther  lists  45.5  grams  of  “ideal”  protein 
as  the  RDA.  For  this  reason,  45.5  grams, 
or  the  integral  value  of  45  grams,  is  a 
reasonable  figure  for  high-quality  pro¬ 
tein. 

Extensive  subdivision  of  protein  types 
or  qualities  does  not  appear  justified  at 
this  time  in  view  of  the  current  state  of 
scientific  knowledge  in  this  area.  The 
common  measure  of  the  quality  of  all  the 
protein  in  a  food  is  the  Protein  Efficiency 
Ratio  (PER),  an  expensive  and  time- 
consuming  biological  feeding  study  that 
uses  test  animals.  This  is  not  an  ideal 
measure  for  this  purpose,  even  though 
it  is  the  best  currently  available.  A  sim¬ 
plified  approach  to  the  designation  of 


protein  quality  has  therefore  been 
devl.sed. 

A  value  of  45  grams  of  total  protein 
has  been  selected  as  the  U.S.  RDA  for 
protein  having  a  PER  value  equal  to  or 
greater  than  that  of  casein.  A  value  of 
65  grams  of  total  protein  has  been 
selected  as  the  U.S.  RDA  for  protein  hav¬ 
ing  a  PER  value  less  than  that  of  casein. 
This  grogs  separation  of  protein  types 
reduces  the  need  for  extensive  PEIR  de¬ 
terminations.  Total  protein  having  a  PER 
value  less  than  20  percent  of  the  PER  of 
casein  shall  not  be  stated  on  the  label  in 
terms  of  percent  U.S.  RDA,  and  shall  be 
designated  as  “not  a  significant  source  of 
protein.”  This  approach  will  be  revised  if 
further  research  provides  a  better  answer 
to  this  difficult  problem. 

Compliance  levels.  The  setting  of  prac¬ 
tical  limits  of  variation  in  nutrient  levels 
for  compliance  purposes  was  the  subject 
of  extensive  comments  by  some  trade 
associations  and  manufacturers.  Some  26 
manufacturers  and  16  trade  associatiems 
opposed  the  compliance  limits  as  listed  in 
the  proposal.  However,  none  suggested  a 
viable  alternative.  A  few  consumer 
groups  and  professionals  spoke  directly 
to  tiiis  point;  they  w’ere  in  favor  of 
tighter  compliance  limits  than  those  pro¬ 
posed.  These  views  illustrate  the  com¬ 
plicated  and  interrelated  problems  in¬ 
volved  in  setting  complisuice  limits  for 
nutrition  labeling. 

The  Commi.ssioner  is  aware  that  there 
is  natural  variation  in  the  nutrient  con¬ 
tent  of  food  products.  In  developing  a 
nutritiem  labeling  system,  it  is  therefore 
important  that  the  manufacturer  be  per¬ 
mitted  a  sufficient  tolerance  so  that  he 
may  provide  useful  nutrition  information 
on  the  label  without  incurring  excessive 
control  costs,  which  would  result  in  a 
significant  price  increase  to  the  con¬ 
sumer.  However,  consumers  have  a  right 
to  expect  that  nutrition  labeling  honestly 
represent  the  products  they  buy.  The 
change  from  the  proposed  label  incre¬ 
ments  of  5  percent  to  increments  of  2 
percent  permits  more  accurate  represen¬ 
tation  of  nutient  levels  and  increases  the 
necessity  of  a  compliance  mechanism. 
This  regulation  has  as  its  objective  as¬ 
suring  compliance  with  requirements  for 
average  nutrient  levels  for  units  in  a  lot. 
with  only  as  much  variability  among 
individual  units  as  is  inherent  in  the 
nutrients  when  foods  are  processed  under 
good  manufacturing  practices. 

The  Commissioner  realizes  that  manu¬ 
facturers  can  exert  varying  degrees  of 
control  over  the  nutrient  content  of  food 
products.  Considerable  control  can  be 
exerted  over  the  nutrient  levels  when 
individual  nutrients  are  added  as  specific 
substances.  When  discrete  nutrients  con¬ 
sisting  of  vitamins,  minerals,  and/or  pro¬ 
tein  are  added  for  the  purposes  of  in¬ 
creasing  the  nutrient  claims  as  a  percent 
of  the  U.S.  RDA,  it  is  reasonable  to  re¬ 
quire  that  compliance  procedures  be 
rigid.  The  compliance  procedures  set 
forth  below  for  foods  to  which  nutrients 
are  so  added  require  relatively  exact  nu¬ 
trient  levels  in  relation  to  label  claims. 
Less  variation  in  nutrient  level  is  ex¬ 
pected  in  a  nutrient  that  is  added  to  a 
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food  than  in  a  naturally  occurring  (in¬ 
digenous)  nutrient  in  a  food.  When  any 
ingrediert  which  contains  a  naturally 
occurring  (indigenous)  nutrient  is  added 
to  a  food  it  is  not  considered  an  addition 
for  purposes  of  classification  and  such 
food  shall  be  evaluated  for  compliance 
purposes  in  terms  of  naturally  occurring 
(indigenous)  nutrients  unless  the  same 
nutrient  is  also  added. 

Therefore,  nutrients  in  foods  will  be 
divided  generally  into  two  classes  for 
compliance  purposes.  These  two  classes 
are: 

Class  I.  Added  nutrients  In  fortified  or  fab¬ 
ricated  foods. 

Class  II.  Naturally  occurring  (indigenous) 
nutrients. 

If  a  vitamin,  mineral,  or  protein,  or  an 
ingredient  containing  such  an  added  nu¬ 
trient,  is  added  to  a  food,  the  total 
amount  of  each  such  nutrient  in  the  final 
food  product  is  subject  to  Class  I  require¬ 
ments  with  certain  exceptions. 

For  either  Class  I  or  Class  II  nutrients, 
the  compliance  procedures  must  be  ap¬ 
plied  to  a  definitive  grouping  of  product 
units.  Depending  on  the  outcome  of  the 
compliance  evaluation  by  the  Food  and 
Drug  Administration,  this  grouping  will 
either  be  considered  as  correctly  labeled 
and  therefore  satisfactory  for  retail  sale, 
or  as  mislabeled  and  subject  to  a  regula¬ 
tory  action.  Conventionally,  such  a 
grouping  is  a  convenient  collection  of 
primary  containers  or  imits  of  the  same 
size,  type,  and  style,  produced  under  con¬ 
ditions  as  nearly  uniform  as  possible,  e.g., 
production  from  a  single  shift  or  day, 
and  designated  by  a  common  container 
code  or  marking.  A  collection  of  prod¬ 
ucts  defined  in  this  way  is  termed  a  “lot” 
and  is  the  basic  imit  to  which  the  com¬ 
pliance  procedures  shall  be  applied. 

Complete  assurance  that  a  lot  is  or  is 
not  in  compliance  with  the  labeled  nutri¬ 
ent  values  would  of  course  require  de¬ 
structive  analysis  of  the  entire  lot.  There¬ 
fore,  a  statistical  approach  involving 
analysis  of  a  representative  sample  from 
the  lot  is  required.  Any  such  approach 
entailing  examination  of  only  a  portion 
of  the  lot  is  subject  to  the  possibility  of 
an  incorrect  compliance  decision.  How¬ 
ever,  the  differentiation  between  Class  I 
and  CHass  II  nutrients,  linked  to  a  valid 
sampling  plan,  permits  the  derivation  of 
a  logical  compliance  procedure,  which 
reduces  the  chance  of  an  incorrect  deci¬ 
sion  to  a  tolerable  level. 

In  order  to  select  a  representative  sam¬ 
ple  from  a  lot,  the  sampling  must  be 
accomplished  while  the  lot  is  still  rea¬ 
sonably  intact.  At  the  same  time,  the 
concern  in  nutrition  labeling  is  that  the 
label  accurately  reflect  the  nutrient  level 
available  to  the  consumer  at  the  point  of 
purchase.  Both  of  these  objectives  will  be 
satisfied  by  sampling  the  product  at  the 
manufacturer,  wholesaler,  or  chain  store 
warehouse. 

Sample  units  are  customarily  combined 
to  form  a  composite  for  nutrient  analysis. 
Therefore,  compliance  procedures  will  be 
based  on  composite  analysis.  Such  a  com¬ 
posite  must  be  formed  from  12  consumer 
tmlts  chasen  in  a  random  fashion  so  as 
to  be  representative  of  the  lot.  The  com¬ 


posites  will  be  analyzed  by  the  Associa¬ 
tion  of  Official  Analytical  Chemists 
(A.O.A.C.)  methods  where  available  or 
by  appropriate  analytical  procedures  the 
agency  considers  reliable. 

The  agency  is  prepared  to  provide 
guidance  to  manufacturers  in  relation 
to  analytical  procedures  which  will  be 
used  by  the  agency  for  compliance.  For 
those  cases  in  which  an  A.O.A.C.  method 
is  not  available  for  a  labeled  nutrient, 
alternative  methods  of  analysis  may  be 
submitted  to  the  Food  and  Drug  Admin¬ 
istration  to  determine  their  accept¬ 
ability. 

In  order  to  assme  that  the  average 
nutrient  level  of  a  lot  meets  the  label 
declaration  for  that  nutrient,  according 
to  statistical  projection,  the  following 
criteria  shall  be  met: 

Class  I.  The  nutrient  content  of  the  com¬ 
posite  shall  be  at  least  equal  to  the  value  for 
that  nutrient  declared  on  the  label. 

Class  II.  The  nutrient  content  of  the  com¬ 
posite  shall  equal  at  least  80  percent  of  the 
value  for  that  nutrient  declared  on  the 
label. 

Although  the  greater  variability  of  Class 
II  nutrients  requires  a  different  statisti¬ 
cal  approach,  the  average  nutrient  con¬ 
tent  of  the  lot  will  nonetheless  be  the 
same  as  for  a  Class  I  nutrient. 

The  above  minimum  composite  values, 
together  with  suitable  measures  of  varia¬ 
tion  among  individual  imits  in  a  lot,  are 
sufficient  to  describe  the  compliance 
limits  statistically,  and  to  protect  both 
the  consumer  and  the  manufacturer.  The 
degree  of  flexibility  permitted  for  com¬ 
posites  in  the  case  of  Class  II  nutrients 
reflects  both  the  degree  of  fluctuation 
in  nutrient  levels  and  the  present  lack  of 
sufficient  detailed  data  on  nutrient  vari¬ 
ability.  As  data  are  accumulated  through 
experience  with  nutrition  labeling,  it  is 
anticipated  that  a  lesser  degree  of  flexi¬ 
bility  may  be  needed. 

The  effectiveness  of  this  compliance 
approach  stems  from  the  following  con¬ 
siderations.  Lots  with  different  average 
nutrient  levels  will  yield  composites  with 
different  nutrient  values.  However,  even 
for  lots  with  the  same  average  nutrient 
level,  different  composite  values  will  re¬ 
sult.  Some  composite  values  will  be  less 
than,  some  equal  to,  and  some  greater 
than  the  average  nutrient  level  in  the  lot 
depending  on  the  nutrient  contents  of 
the  individual  containers  composited. 
Therefore,  the  actual  composite  value  ob¬ 
tained  depends  not  only  on  the  average 
lot  nutrient  level  but  also  on  the  varia¬ 
tion  in  nutrient  contents  among  indi¬ 
vidual  containers  in  the  lot.  In  general, 
the  higher  the  lot  average  the  higher 
the  composite  value,  and  the  less  varia¬ 
tion  among  individual  containers  the 
closer  the  composite  values  will  be  to  the 
lot  average.  The  flexibility  noted  above 
for  Class  II  nutrients  reflects  this  de¬ 
pendence  on  variability. 

With  these  complismce  procedures,  the 
chance  of  a  lot  being  considered  accept¬ 
able  depends  not  only  on  the  average 
nutrient  level  of  individual  imits  in  the 
lot  but  also  on  their  variability  with  re¬ 
spect  to  the  average.  It  is  assumed  that 
Class  I  nutrient  levels  in  individual  con¬ 


tainers  will  vary  in  such  a  way  that  they 
will  have  a  standard  deviation  no  larger 
than  10  p>ercent  of  the  lot  average,  and 
that  Class  II  nutrients  will  have  a  stand¬ 
ard  deviation  no.  larger  than  25  percent 
of  the  lot  average.  For  these  variability 
assumptions,  the  stated  compliance  pro¬ 
cedures  will  assure  maintenance  of  aver¬ 
age  nutrient  levels  in  the  lot  at  or  slightly 
above  the  label  values.  At  the  same  time, 
these  compliance  procedures  will  pro¬ 
vide  reasonable  protection  against  ap¬ 
preciable  numbers  of  individual  contain¬ 
ers  having  nutrient  levels  below  the  label 
values.  At  the  assumed  level  of  variabil¬ 
ity  in  nutrient  levels,  the  above  compli¬ 
ance  procedures  afford  reasonable  pro¬ 
tection  to  both  producer  and  consumer. 

The  above  discussion  presumes  that 
excesses  of  nutrients  over  labeled 
amounts  in  accord  with  good  manufac¬ 
turing  practices  are  acceptable.  However, 
many  consumers  are  particularly  inter¬ 
ested  in  the  caloric  or  fat  content  of  foods 
for  purposes  of  control  of  caloric  or  fat 
intake.  The  compliance  methods  that 
apply  to  other  nutrients  are  therefore 
also  made  applicable  to  labeled  caloric  or 
fat  values,  with  the  composite  sample 
values  being  required  to  be  no  more  than 
20  percent  above  the  value  appearing  in 
the  label. 

The  compliance  procedures  cited  have 
been  statistically  evaluated  and  judged 
to  be  adequate.  Additional  information 
in  this  regard  may  be  obtained  from  the 
Food  and  Drug  Administration  statisti¬ 
cal  staff.  Should  additional  information 
become  available  that  justifies  any 
change  in  these  compliance  provisions, 
the  provisions  will  be  amend^. 

Representative  values.  Some  22  com¬ 
panies  and  21  trade  associations  felt 
that  “representative”  values  based  upon 
averages  of  surveys  made  over  the  years, 
rather  than  actual  analytical  values 
based  on  current  testing  of  lots  of  the 
manufacturer’s  product,  should  be  per¬ 
mitted  as  a  basis  for  labeling  for  many 
foods.  'The  consumer  grouiJS  generally 
favored  use  of  current  analytical  values. 

The  Commissioner  is  aware  of  current 
efforts  of  the  U.S.  Department  of  Agri¬ 
culture  and  industry  to  provide  data  and 
programing  for  a  nutrient-data  bank. 
The  Food  and  Drug  Administration  ap¬ 
plauds  these  efforts  and  encourages  the 
groups  involved  to  submit  for  such  a  bank 
data  which  will  provide  valuable  infor¬ 
mation  for  industry,  consumers,  and  gov¬ 
ernmental  agencies.  At  the  present  time, 
however,  the  data  available  from  survey 
averages  are  incomplete,  and  thus  un¬ 
suitable  as  a  basis  for  labeling  claims. 
Moreover,  processes  of  various  manufac 
turers  differ  enough  that  comprehensive 
data  may  never  provide  a  single  repre¬ 
sentative  “industry  average”  for  proc¬ 
essed  foods.  The  consumer  has  a  right  to 
expect  that  nutrition  labeling  will 
honestly  represent  the  food  in  the  pack¬ 
age.  It  is  therefore  essential  that  “repre¬ 
sentative”  data  be  checked  at  this  time 
by  analysis  of  sufficient  individual  lots 
to  give  assurance  that  the  labeled  value 
adequately  represents  the  product  of¬ 
fered.  at  least  until  accurate  and  com¬ 
plete  data  are  available  on  an  industry¬ 
wide.  regional,  and  manufacturer  basis. 
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Comprehensive  data  obtained  over  a 
period  of  time  for  an  individual  product 
will  imdoubtedly  yield  more  information 
on  nutrient  variability,  and  thus  provide 
greater  certainty  with  fewer  product 
analyses.  Proper  statistical  sampling  by 
a  manufacturer  can  also  reduce  the  num¬ 
ber  of  anal3rses  to  provide  the  required 
level  of  certainty. 

Rato  agricultural  commodities.  Some 
trade  associations  state  Uiat  raw  agri¬ 
cultural  commodities,  and  particularly 
fresh  fruits  and  vegetables,  cannot  be 
accurat^y  labeled  from  a  nutritional 
standpoint.  They  emphasize  the  natural 
variation  of  nutrients  in  various  types 
of  produce  due  to  climate,  species,  grow¬ 
ing  conditions,  and  other  factors. 

The  Commissioner  is  aware  that  cer¬ 
tain  of  the  problems  inherent  in  nutri¬ 
tion  lab^ng  are  increased  in  fresh  fruits 
and  vegetables.  The  answer  to  these 
problems  lies  not  in  exempting  these 
products  from  nutriticm  lathing  or  in 
permitting  inaccurate  labeling,  but  in 
obtaining  the  information  necessary  for 
complete  and  accurate  nutrition  labeling. 

For  the  reasons  already  given  above, 
“representative”  data  for  these  products 
fr(»n  handbooks  and  literature  refer¬ 
ences  do  not  presently  provide  an  ade¬ 
quate  basis  for  labeling.  It  is  essential 
to  establish  accurate  and  complete 
analytical  values  for  each  product,  and 
perhaps  for  each  variety  in  each  region. 
There  is  a  steady  increase  in  v^d 
nutrient  composition  data  on  raw  and 
fresh  foods  from  State  departments  of 
agriculture,  industry,  universities,  and 
Federal  laboratories.  The  Commis^oner 
believes  that  promulgation  of  this  regu¬ 
lation  will  encourage  such  research, 
since  the  data  obtained  wiU  serve  as  the 
basis  for  the  expansion  of  nutrition 
labeling  for  fresh  produce. 

Serving  size.  Eighteen  consumer 
groups  and  some  professionals  recom¬ 
mended  that  the  Food  and  Drug  Admin¬ 
istration  establish  standard  serving  sizes. 
Some  13  maniifacturers  and  five  trade 
associations  also  requested  such  stand¬ 
ardization.  Standardization  of  serving 
sizes  for  foods  requires  close  coordina¬ 
tion  of  (xmsumer  representatives  and 
members  of  the  pcu-ticular  industry  in- 
vcrived.  Use  of  an  overly  large  serving 
gives  an  infiated  idea  of  nutrient  con¬ 
tent,  but  reduces  the  number  of  servings 
per  package.  The  advent  of  nutrition 
labeling  thus  provides  additional  incen¬ 
tive  for  proper  standardization  of  serv¬ 
ing  sizes.  The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for 
or  practicable  of  consumpticm  as  part  of 
a  meal  by  an  adult  male  engaged  in  light 
physical  activity.  A  label  statement  re¬ 
garding  a  servW  shall  be  in  terms  of  a 
convenient  unit  of  such  food  or  a  con¬ 
venient  unit  of  measiu^  that  can  be 
easily  identified  as  an  average  or  usual 
serving  and  can  be  readily  understood  by 
purchasers  of  sui^  food  (e.g..  a  serving 
may  be  expressed  in  slices,  cookies,  or 
wafers;  or  in  terms  of  ounces,  fluid 
ounces,  teaspoonfuls,  tablespoonfuls,  or 
cupfuls).  A  teaspoonful  shall  be  con¬ 
sidered  to  mean  5  milliliters  (approxi¬ 


mately  Ve  fluid  oz.)  in  volume;  a  table¬ 
spoonful  shall  be  considered  to  mean  15 
milliliters  (approximately  ^  fluid  oz.) 
in  volume;  and  a  cupful  shall  be  con¬ 
sidered  to  mean  240  milliliters  (approxi¬ 
mately  8  fluid  oz.)  in  voliune.  Where 
there  are  no  established  reasonable 
standard  serving  sizes,  the  CTmnmissioner 
intends  to  develop  a  procedure  for  es¬ 
tablishing  such  reasonable  standard 
ser/ing  sizes. 

The  Conunissioner  has  therefore  con¬ 
cluded,  on  the  basis  of  currently  avail¬ 
able  information,  that  nutrition  labding 
shall  be  based  on  the  following  general 
criteria: 

1.  Vitamins  and  minerals  shall  be  ex¬ 
pressed  as  a  percentage  of  the  UjS. 
Recommended  Daily  Allowances  (U.S. 
ROA). 

2.  The  nutrient  content  shall  be  re¬ 
lated  to  a  serving  of  the  food  expressed 
in  common  household  terms  or  easily 
identifiable  units. 

3.  The  labeling  shall  indicate  the 
caloric  content  and  the  amounts  (in 
grams)  of  protein,  carbohydrate,  and  fat 
in  the  product. 

4.  A  complete  listing  of  the  seven  com¬ 
monly  analyzed  vitamins  and  minerals 
shall  a43pear  on  the  label  of  the  product 
in  a  standard  format,  unless  a  fo^  con¬ 
tains  less  than  2  percent  of  the  U.S.  RDA 
for  each  of  four  or  more  of  the  seven 
nutrients,  in  which  case  the  manufac¬ 
turer  may  choose  to  list  only  those  nu¬ 
trients  present  at  2  percent  or  more  of 
the  U.S.  RDA  with  a{H>ropriate  dis¬ 
claimer  for  the  nutrients  not  listed. 

5.  A  listing  of  protein  content  shall 
appear  on  all  products  unless  the  prod¬ 
uct  contains  no  substantial  amount  of 
protein.  A  method  has  been  devised  to 
protect  the  consumer  against  misrepre¬ 
sentation  of  low-quality  proteins. 

6.  Nutrition  information  provided  for 
by  other  regulations  shall  also  appear  in 
the  same  single  pand  on  the  label. 

It  is  recognized  that  experience  under 
this  tu)proach,  as  well  as  new  informa- 
ticm,  may  lead  to  desirable  modifications. 
TTie  Commissioner  will  review  the  regu¬ 
lation  periodically,  on  his  own  initiative 
and  at  the  request  of  others,  and  will 
propose  and  adopt  whatever  changes  are 
shown  to  be  in  the  puUic  interest. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403.  701(a),  52  Stat.  1040- 
1042  as  amended,  1047,  1055;  21  U.S.C. 
321,  343,  371(a))  and  under  authority 
delegated  to  him  (21  CFR  2.120),  the 
Commissioner  hereby  adds  the  following 
new  section  to  Part  1  of  title  21: 

§1.17  Food ;  nutrition  labeling. 

(a)  Nutrition  information  relating  to 
food  may  be  included  on  the  label  and  in 
the  lab^ing  of  a  product:  Provided.  That 
it  conforms  to  the  requirements  of  this 
section.  Ebcc^t  as  provided  in  paragraph 
(h)  of  this  section,  inclusion  of  any 
added  nutrient  in  a  product  or  of  any 
nutrition  claim  or  information,  other 
than  sodium  and/or  cholesterol  content, 
on  a  label  or  in  advertising  for  a  food 
subjects  the  label  to  the  requirements  of 


this  section,  and  in  labeling  for  a  food 
subjects  the  label  and  that  labeling  to 
the  requirements  of  this  section  except 
that  the  label  of  a  food  will  not  be  sub¬ 
ject  to  the  requirements  of  this  section 
solely  because  of  a  manufacturer’s  or  dis¬ 
tributor’s  direct  written  reply  to  an  un¬ 
solicited  request  for  information  on 
cholesterol  or  fatty  acid  content  of  such 
a  food.  If  vitamins  and/or  minerals  are 
added  to  a  food  so  that  a  single  serving 
provides  50  percent  or  more  of  the  U.S. 
Recommended  Daily  Allowance  (U.S. 
RDA)  for  adults  and  children  4  years  or 
more  of  age,  as  specified  in  §  125.1  of  this 
chapter,  of  any  one  of  the  added  vitamins 
and/or  minerals,  unless  such  addition  is 
permitted  or  required  in  other  regula¬ 
tions,  e.g.,  a  standard  of  identity  or  nu¬ 
tritional  quality  guideline,  or  is  otherwise 
exempted  by  the  Commissioner,  the  food 
shall  conform  to  the  standard  of  identity 
set  forth  in  §  80.1  (21  CFR  80.1),  but  shall 
also  conform  to  the  labeling  established 
in  §  80.1,  except  that  the  labeling  estab¬ 
lished  in  pargaraph  (c)  of  this  section, 
including  the  order  for  listing  vitamins 
and  minerals  established  in  paragraph 
(c)(7)(iv),  shall  be  used  in  lieu  of  the 
labeUng  established  in  21  CFR  80.1  (i)  ( 1 ) . 

(b)  All  nutrient  quantities  (including 
vitamins,  minerals,  calories,  protein, 
carbohydrate,  and  fat)  shall  be  declared 
in  relation  to  the  average  or  usual  serv¬ 
ing.  ’The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for  or 
practicaUe  of  consumption  as  part  of  a 
meal  by  an  adult  male  engaged  in  light 
physical  activity,  or  by  an  infant  or  child 
imder  4  years  of  age  when  the  article 
purports  or  is  represented  to  be  for  con¬ 
sumption  by  an  infant  or  child  under  4 
years  of  age.  A  label  statement  regarding 
a  serving  shall  be  in  terms  of  a  conven¬ 
ient  unit  of  such  food  or  a  convenient 
imit  of  measure  that  cam  be  easily 
identified  as  an  average  or  usual  serving 
and  can  be  readily  understood  by  piir- 
chasers  of  such  food  (e.g.,  a  serving  may 
be  expressed  in  slices,  cocoes,  or  wafers; 
or  in  terms  of  ounces,  fluid  ounces,  tea¬ 
spoonfuls,  tablespoonfuls,  or  cupfuls) .  A 
teaspoonful  shall  be  considered  to  mean 
5  milliliters  (approximately  Ve  fluid  oz.) 
in  volume;  a  tablespoonful  shall  be  con¬ 
sidered  to  mean  15  milliliters  (a];>proxi- 
mately  V2  fluid  oz.)  in  voliune;  and  a 
cupful  shEdl  be  considered  to  mean  240 
milliliters  approximately  8  fluid  oz.) 
in  volume.  The  weight  of  the  serving 
may  also  be  expressed  in  grams. 

(c)  The  declaration  of  nutrition  infor¬ 
mation  on  the  label  and  in  labeling  shall 
contain  the  following  information  in  the 
following  order,  using  the  headings 
specified,  under  the  overall  heading  of 
"Nutrition  Information”: 

( 1 )  “Serving  size” :  A  statement  of  the 
serving  size. 

(2)  “Servings  per  container”:  ’The 
number  of  servings  per  container. 

(3)  “Caloric  content”:  A  statement  of 
the  caloric  content  per  serving,  expressed 
to  the  nearest  10-calorie  increment.  Ca¬ 
loric  content  shall  be  determined  by  the 
Atwater  method  as  described  in  A.  L. 
Merrill  and  B.  K.  Watt,  "E^nergy  Value 
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of  Foods — Basis  and  Derivation”,  USDA 
Handbook  74  (1955).' 

(4)  “Protein  content”:  A  statement  of 
the  number  of  grams  of  protein  in  a  serv¬ 
ing  expressed  to  the  nearest  gram. 

(5)  "Carbohydrate  content”:  A  state¬ 
ment  of  the  number  of  grams  of  carbo¬ 
hydrate  in  a  serving,  expressed  to  the 
nearest  gram. 

(6)  “Fat  content”:  A  statement  of  the 
number  of  grams  of  fat  in  a  serving,  ex¬ 
pressed  to  the  nearest  gram.  Fatty  acid 
composition,  cholesterol  content,  and  so¬ 
dium  content  may  also  be  declared  in 
compliance  with  §§  1.18  and  125.9  of  this 
chapter. 

(i)  When  fatty  acid  composition  is  de¬ 
clared,  the  information  on  fatty  acids 
required  by  §  1.18  shall  be  placed  on  the 
label  immediately  adjacent  to  the  state¬ 
ment  of  fat  content.  The  declaratory  in¬ 
formation  statement  required  by  §  1.18 
(e)  shall  be  placed  either  immediately 
following  the  statement  on  fat  and  fatty 
acids  or  shall  be  appropriately  refer¬ 
enced  by  symbol  and  placed  immediately 
following  the  completed  nutrition  in¬ 
formation  statement. 

(ii)  When  cholesterol  content  is  de¬ 
clared,  the  information  on  cholesterol 
required  by  §  1.18(c)  shall  immediately 
follow  the  statement  on  fat  content  (and 
fatty  acids,  if  stated) .  The  declaratory 
information  statement  required  by  §  1.18 

(i)  shall  be  placed  either  immediately 
following  the  statement  on  cholesterol  or 
shall  be  appropriately  referenced  by 
symbol  and  placed  immediately  following 
the  completed  nutrition  information 
statement. 

(iii)  When  both  fatty  acid  and  choles¬ 
terol  information  are  provided,  the  de¬ 
claratory  information  statement  may  be 
combined  as  permitted  by  §  1.18(i). 

(iv)  When  sodium  is  declared,  the  in¬ 
formation  on  sodium  required  by  §  125.9 
of  this  chapter  shall  be  placed  on  the 
label  immediately  following  the  state¬ 
ment  on  fat  content  (and  fatty  acid  and/ 
or  cholesterol,  if  stated) . 

(7)  “Percentage  of  U.S.  Recommend¬ 
ed  Dally  Allowances  of  protein,  vita¬ 
mins,  and  minerals”:  A  statement  of  the 
amount  per  serving  of  the  protein,  vita¬ 
mins.  and  minerals,  as  described  in  this 
subparagraph,  expressed  in  percentage 
of  the  U.S.  Recommended  Dally  Allow¬ 
ance  (U.S.  RDA) . 

(i)  The  percentages  shall  be  expressed 
in  10  percent  increments,  except  that  2 
percent  Increments  shall  be  used  up  to 
and  including  the  10  percent  level,  5  per¬ 
cent  increments  above  10  percent  and 
up  to  and  Including  the  50  percent  level, 
and  10  percent  Increments  above  the  50 
percent  level.  Nutrients  present  in 
amoimts  less  than  2  percent  of  the  U.S. 
RDA  may  be  indicated  by  a  zero,  or  by 
an  asterisk  referring  to  another  asterisk 
placed  at  the  bottom  of  the  table  and 
followed  by  the  statement  “contains  less 
than  2  percent  of  the  U.S.  RDA  of  this 
(these)  nutrients  (nutrients) .”  However, 


» Copies  may  be  obtained  from :  Division  of 
Nutrition  (BP-124) ,  Bureau  of  Poods,  Pood 
and  Drug  Administration,  200  C  Street  8W 
Washington.  DC  20204. 
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when  a  product  contains  less  than  2  per¬ 
cent  of  the  U.S.  RDA  for  each  of  four 
or  more  of  the  seven  nutrients  specified 
in  paragraph  (c)  (7)  (iii)  of  this  section, 
the  manufacturer  or  distributor  may 
choose  to  declare  no  more  than  three  of 
those  nutrients  and  none  of  the  remain¬ 
der  listed  in  paragraph  (c)(7)(iv)  of 
this  section.  The  statement  “contains  less 

than  2  percent  of  the  U.S.  RDA  of _ 

_ ”,  listing  whichever  of  the  seven  nu¬ 
trients  are  present  at  less  than  2  percent 
of  the  U.S.  RDA  and  have  not  been  de¬ 
clared,  shall  directly  follow  the  declared 
nutrients  in  the  same  type  size.  Any 
nurtient  declared  shall  always  appear  in 
the  order  established  in  paragraph  (c) 
(7)  (iv)  of  this  section. 

(ii)  The  declaration  of  protein,  which 
shall  come  first,  shall  be  a  statement  of 
the  amount  per  serving  of  protein,  ex¬ 
pressed  as  a  percentage  of  the  U.S.  Rec¬ 
ommended  Daily  Allowance  (U.S.  RDA) . 

(a)  The  U.S.  RDA  of  the  protein  in  a 
food  product  is  45  grams  if  the  Protein 
Efficiency  Ratio  (PER)  of  the  total  pro¬ 
tein  in  the  product  is  equal  to  or  greater 
than  that  of  casein,  and  65  grams  if  the 
PER  of  the  total  protein  in  the  product 
is  less  than  that  of  casein.  The  percent¬ 
age  of  the  U.S.  RDA  shall  be  declared  as 
described  in  paragraph  (c)  (7)  (i)  of  this 
section. 

(b)  Total  protein  with  a  PER  less  than 
20  percent  of  the  PER  of  casein  may  not 
be  stated  on  the  label  in  terms  of  per¬ 
centage  U.S.  RDA.  and  the  statement  of 
protein  content  in  grams  per  serving 
under  paragraph  (c)(4)  of  this  section 
shall  be  modified  by  the  statement  “not 
a  significant  source  of  protein”  immed¬ 
iately  adjacent  to  the  protein  content 
statement  regardless  of  the  actual 
amount  of  protein  present. 

(iii)  The  declaration  of  vitamins  and 
minerals,  which  shall  follow  the  protein 
declaration,  shall  include  vitamin  A.  vi¬ 
tamin  C,  thiamine,  riboflavin,  niacin, 
calcium,  and  iron,  in  that  order,  and  may 
include  any  of  the  other  vitamins  and 
minerals  listed  in  paragraph  (c)  (7)  (iv) 
of  this  section  in  the  order  listed  therein. 

(iv)  The  following  U.S.  Recommended 
Daily  Allowances  (U.S.  RDA)  and  no¬ 
menclature  are  established  for  these  vi¬ 
tamins  and  minerals,  essential  in  human 
nutrition: 

Vitamin  A,  6,000  International  Units. 

Vitamin  C,  60  milligrams.' 

Thiamine,  1.5  milligrams.' 

Riboflavin,  1.7  milligrams.' 

Niacin,  20  mUllgrams. 

Calcium.  1.0  gram. 

Iron,  18  milligrams. 

Vitamin  D,  400  International  Units. 

Vitamin  E,  30  International  Units. 

Vitamin  B«.  2.0  milligrams. 

Folic  acid,  0.4  milligram.' 

Vitamin  B„,  6  micrograms. 

Phosphorus.  1.0  gram. 

Iodine,  160  micrograms. 


'  The  following  synonjrms  may  be  added  In 
parentheses  Immediately  following  the  name 
of  the  vitamin: 

Vitamin  Synonym 

Vitamin  C _ Ascorbic  acid. 

Folic  acid _ Folacln. 

Riboflavin _ Vitamin  B«. 

Thiamine _ Vitamin  B,. 
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Magnesium,  400  milligrams. 

Zinc,  16  milligrams. 

Copper.  2  milligrams. 

Biotin,  0.3  milligram. 

Pantothenic  acid,  10  mUllgrams. 

These  nutrients  and  levels  have  been  de¬ 
rived  by  the  Food  and  Drug  Administra¬ 
tion  from  the  “Recommended  Dietary 
Allowances,”  published  by  the  Food  and 
Nutrition  Board,  National  Academy  of 
Sciences-National  Research  Council, 
and  are  subject  to  amendment  from  time 
to  time  as  more  information  on  human 
nutrition  becomes  available. 

(V)  No  claim  may  be  made  that  a  food 
is  a  significant  source  of  a  nutrient  imless 
that  nutrient  is  present  in  the  food  at 
a  level  equal  to  or  in  excess  of  10  percent 
of  the  U.S.  RDA  in  a  serving.  No  claim 
may  be  made  that  a  food  is  nutritionally 
superior  to  another  food  unless  it  con¬ 
tains  at  least  10  percent  more  of  the 
U.S.  RDA  of  the  claimed  nutrient  per 
serving. 

(d)  Products  with  separately  packaged 
ingredients  or  to  which  other  ingredients 
are  added  by  the  user  may  be  labeled  as 
follows : 

(1)  If  a  product  is  comprised  of  two 
or  more  separately  packaged  ingredients 
enclosed  in  an  outer  container,  nutrition 
labeling  of  the  total  product  shall  be 
located  on  the  outer  container  to  provide 
information  for  the  consiuner  at  the 
point  of  purchase.  However,  when  two 
or  more  food  products  are  simply  com¬ 
bined  together  in  such  a  manner  that  no 
outer  container  is  used,  or  no  outer  label 
is  available,  each  product  shall  have  its 
own  nutrition  information  statement, 
e.g.,  two  boxes  taped  together  or  two  cans 
combined  in  a  clear  plastic  overwrap. 

(2)  If  a  food  is  commonly  combined 
with  another  ingredient (s)  before  eat¬ 
ing  and  directions  for  such  combination 
are  provided,  a  second  column  of  figures 
may  be  used  to  provide  a  list  of  the 
nutrient  contents  for  the  final  combina¬ 
tion  (e.g.,  a  dry  ready-to-eat  cereal  may 
be  described  with  one  set  of  percentage 
U.S.  RDA  values  for  the  cereal  as  sold 
(per  ounce),  and  another  set  for  the 
cereal  and  milk  as  suggested  in  the  label 
(per  ounce  of  cereal  and  Vi  cup  of  vita¬ 
min  D  fortified  whole  milk) ;  and  a  cake 
mix  may  be  labeled  with  one  set  of  per¬ 
centage  U.S.  RDA  values  for  the  dry  mix 
(per  serving),  and  another  set  for  a 
serving  of  the  final  cake  when  prepared) . 
The  type  and  quantity  of  the  other  in- 
gredient(s)  to  be  added  by  the  user  to 
the  product  shall  be  specified. 

(e)  Compliance  with  this  section  shall 
be  determined  as  follows: 

(DA  collection  of  primary  containers 
or  units  of  the  same  size,  type,  and  style 
produced  imder  conditions  as  nearly  uni¬ 
form  as  possible,  designated  by  a  com¬ 
mon  container  code  or  marking,  consti¬ 
tutes  a  “lot”. 

(2)  The  sample  for  nutrient  analysis 
shall  consist  of  a  composite  of  12  sub¬ 
samples  (consumer  units),  taken  one 
from  each  of  12  different  randomly 
chosen  shipping  cases,  to  be  representa¬ 
tive  of  a  lot.  Composites  shall  be  analyzed 
by  Association  of  OfBcial  Anal3^1cal 
Chemists  (A.O.A.C.)  methods  where 
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avftilftblc,  or,  if  no  A.OJl.C  method  is 
available,  by  reliable  and  appropriate 
analytical  procedures.  Methods  of  analy¬ 
sis  may  be  submitted  to  the  Food  and 
Drug  Administration  to  determine  their 
acceptability. 

(3)  Two  classes  of  nutrients  are  de¬ 
fined  for  purposes  of  compliance; 

Class  I.  Added  nutrients  In  fortified  or  fabri¬ 
cated  foods. 

Class  n.  Naturally  occurring  (Indigenous) 

nutrients. 

If  any  ingredient  which  contains  a  nat¬ 
urally  occurring  (indigenous)  nutrient 
is  added  to  a  food  the  total  amount  of 
such  nutrient  in  the  final  food  product 
is  subject  to  Class  II  requirements  un¬ 
less  the  same  nutrient  is  also  added 

(4)  A  food  with  a  label  declaration 
of  a  vitamin,  mineral,  or  protein  shall  be 
deemed  to  be  misbranded  under  section 
403(a)  of  the  act  unless  it  meets  the  fol¬ 
lowing  requirements; 

(i)  Class  I  vitamin,  mineral,  or  pro¬ 
tein.  The  nutrient  content  of  the  com¬ 
posite  is  at  least  equal  to  the  value  for 
that  nutrient  declared  on  the  label. 

(ii)  Class  II  vitamin,  mineral,  or  pro¬ 
tein.  The  nutrient  content  of  the  com¬ 
posite  is  at  least  equal  to  80  percent  of 
the  value  for  that  nutrient  declared  on 
the  label. 

(5)  A  food  with  a  label  declaration  of 
calories,  carbohydrate,  or  fat  shall  be 
deemed  to  be  misbranded  imder  section 
403(a)  of  the  act  unless  the  nutrient  con¬ 
tent  of  the  composite  is  no  greater  than 
20  percent  in  excess  of  the  value  for  that 
nutrient  declared  on  the  label. 

(6)  Reasonable  excesses  of  a  vitamin, 
mineral,  or  protein  over  labeled  amounts 
are  acceptable  within  good  manufactur¬ 
ing  practices.  Reasonable  deficiencies  of 
calories  or  fat  imder  labeled  amounts  are 
acceptable  within  good  manufacturing 
practices. 

(f)  A  statement  may  be  included  on 
the  label  or  in  labeling  offering  addi¬ 
tional  nutrition  information  upon  writ¬ 
ten  request  to  a  specified  address.  Any 
additional  labeling  furnished  to  con¬ 
sumers  or  professionals  shall  comply 
with  all  applicable  requirements  of  this 
chapter. 

(g)  Ihe  location  of  nutrition  informa¬ 
tion  on  a  label  shall  be  in  compliance 
with  §  1.8d. 

(h)  The  following  foods  are  exempt 
from  this  section  or  are  subject  to  special 
labeling  requirements; 

(1)  Except  where  expressly  covered  by 
S  125.5  of  this  chapter,  infant,  baby,  and 
junior- type  foods  marketed  and  pro¬ 
moted  for  children  under  4  years  of  age 
shall  be  labeled  in  compliance  with  this 
section  except  that  the  term  “serving" 
shall  mean  that  reasonable  quantity  of 
food  suited  for  or  practicable  of  con¬ 
sumption  by  an  infant  or  child  under  4 
years  of  age  and  that  the  U.S.  RDA  levels 
for  infants  and  children  under  4  years  of 
age  contained  in  S  125.1(b)  shall  be  used 
in  lieu  of  the  U.S.  RDA  levels  contained 
in  paragraph  (c)(7)(iv)  of  this  secticm. 

(2)  Dietary  supplements,  the  nutrients 
of  which  consist  solely  of  ^tamins  and/ 
or  minerals,  shall  be  labeled  in  compli¬ 
ance  with  SS  80.1  and  125.3  of  this  chap¬ 


ter,  except  that  the  labeling  of  a  dietary 
supplement  in  food  form,  e.g.,  a  break¬ 
fast  cereal,  shall  conform  to  the  labeling 
established  in  paragraph  (c)  of  this  sec¬ 
tion,  including  the  order  for  listing  vita¬ 
mins  and  minerals  established  in  para¬ 
graph  (c)  (7)  (iv)  of  this  section,  in  lieu 
of  the  labeling  established  in  S  80.1  (i)  (1) . 

(3)  Any  food  represented  for  use  as 
the  sole  item  of  the  diet  shall  be  labeled 
in  compliance  with  Part  125  of  this 
chapter. 

(4)  Foods  represented  for  use  solely 
imder  medical  supervision  in  the  dietary 
management  of  specific  diseases  and  dis¬ 
orders  shall  be  labeled  in  compliance  with 
Part  125  of  this  (diapter. 

(5)  Iodized  salt  shall  be  labeled  in 
compliance  with  S  3.87  of  this  chapter. 

(6)  A  nutrient(s)  included  in  food 
solely  for  technological  purposes  may  be 
declared  solely  in  the  ingr^ient  state¬ 
ment.  without  complying  with  this  sec¬ 
tion,  if  the  nutrient(s)  Is  otherwise  not 
referred  to  on  the  label  or  in  labeling  or 
in  advertising. 

(7)  A  standardized  food  containing  an 
added  nutrient(s),  e.g.,  enriched  fiour, 
and  included  in  another  food  as  a  com¬ 
ponent  may  be  declared  in  the  ingredient 
statement  by  its  standardized  name, 
without  compliance  with  this  section,  if 
neither  the  nutrient(s)  nor  the  com¬ 
ponent  is  otherwise  referred  to  on  the 
label  or  in  labeling  or  in  advertising. 

(i)  A  food  labeled  imder  the  provi¬ 
sions  of  this  section  shall  be  deemed  to 
be  misbranded  under  sections  201  (n)  and 
403(a)  of  the  act  if  its  labeling  repre¬ 
sents,  suggests,  or  implies; 

(1)  That  the  food,  because  of  the 
presence  or  absence  of  certain  dietary 
properties,  is  adequate  or  effective  in  the 
prevention,  cure,  mitigation,  or  treat¬ 
ment  of  any  disease  or  symptom. 

(2)  That  a  diet  of  ordinary  foods  can¬ 
not  supply  adequate  amounts  of  nutri¬ 
ents. 

(3)  That  the  lack  of  optimum  nutri¬ 
tive  quality  of  a  f(X)d,  by  reason  of  the 
soil  on  which  that  food  was  grown,  is  or 
may  be  responsible  for  an  inadequacy  or 
deficiency  in  the  quality  of  the  daily  diet. 

(4)  That  the  storage,  transportation, 
processing,  or  cooking  of  a  food  is  or  may 
be  responsible  for  an  inadequacy  or  de¬ 
ficiency  in  the  quality  of  diets. 

(5)  That  the  food  has  dietary  proper¬ 
ties  when  such  properties  are  of  no  sig¬ 
nificant  value  or  need  in  human  nutri¬ 
tion.  Ingredients  or  products  such  as 
rutin,  other  biofiavonoids,  para-amino- 
benzoic  acid,  inositol,  and  similar  sub¬ 
stances  which  have  in  the  past  been  rep- 
resmted  as  having  nutritional  proper¬ 
ties  but  which  have  not  been  shown  to 
be  essential  in  human  nutrition  may  not 
be  dxnbined  with  vitamins  and/or  min¬ 
erals,  added  to  food  labeled  in  accord¬ 
ance  with  this  section,  or  otherwise  used 
or  represented  in  any  way  which  states  or 
implies  nutritional  benefit.  Ingredients 
or  products  of  this  tjrpe  may  be  marketed 
as  individual  products  or  mixtures 
thereof  provided  that  the  possibility  of 
nutritional,  dietary,  or  therapeutic  value 
is  not  stated  or  implied  (e.g.,  their  label¬ 
ing  does  not  state  that  their  usefulness 
in  human  nutrition  has  not  been  estab¬ 


lished  and  does  not  otherwise  disclaim 
nutritional,  dietary,  or  therapeutic 
value) . 

(6)  That  a  natural  vitamin  in  a  food 
is  superior  to  an  added  or  synthetic  vita¬ 
min,  or  to  differentiate  in  any  way  be¬ 
tween  vitamins  naturally  present  from 
those  added. 

Effective  date.  All  labeling  ordered 
after  December  31,  1973,  and  all  labeling 
used  for  products  shipped  in  Interstate 
commerce  after  December  31.  1974,  shall 
comply  with  this  regulation. 

(Secs.  201,  403,  701(a).  52  Stat.  1040-1042  as 
amended,  1047,  1055;  21  US.C.  321,  343, 
371(a)) 

Dated;  January  12,  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

Note;  Incorporation  by  reference  pro¬ 
visions  approved  by  the  Director  of  the 
Federal  Roister,  January  15, 1973. 

IFR  Doc.73-088  Filed  l-18-73;8:45  am] 


PART  1— REGULATIONS  FOR  THE 
ENFORCEMENT  OF  THE  FEDERAL 
FOOD,  DRUG,  AND  COSMETIC  ACT 
AND  THE  FAIR  PACKAGING  AND 
LABELING  ACT 

PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

Labeling  of  Foods  With  Information 
on  Cholesterol  and  Fat  and  Fatty 
Acid  Composition 

In  the  Federal  Register  of  June  15, 
1971  (36  FR  11521),  the  Commissioner 
of  Food  and  Drugs  proposed  a  series  of 
three  proposals  relating  to  labeling  of 
foods  with  information  on  cholesterol, 
fat,  and  fatty  acid  composition. 

The  first  proposal  concerned  a  pro¬ 
posed  statement  of  policy  on  ingredient 
statements  regarding  fats  and  oils  in  food 
for  human  consumption.  This  proposal  is 
still  under  consideration. 

The  second  proposal  was  that  there  be 
an  amendment  to  §  3.41  (21  CPR  3.41), 
the  statement  of  policy  on  the  status 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  of  articles  offered  to  the  gen¬ 
eral  public  for  the  control  or  reduction 
of  blood  cholesterol  levels  and  for  the 
prevention  and  treatment  of  heart  and 
artery  disease.  It  was  proposed  that  there 
be  added  to  this  statement  of  policy  two 
new  paragraphs  (d)  and  (e)  which  would 
declare  misleading  under  the  act,  any 
statement  in  the  labeling  which  repre¬ 
sents  or  suggests  that  the  article  con¬ 
tains  less  or  no  cholesterol  and  for  any 
use  of  the  terms  “polyunsaturated,” 
“monounsaturated,”  or  “saturated”  in 
relation  to  the  fat  content  of  foods  ex¬ 
cept  when  expressly  stated  in  accord¬ 
ance  with  21  CFR  125.12  as  proposed  in 
the  same  issue  of  the  Federal  Register. 

The  third  proposal  was  a  new  regula¬ 
tion  (21  CFR  125.12)  on  the  requirements 
for  label  statements  relating  to  oils,  fats, 
and  fatty  acids  used  as  a  means  of 
regulating  intake  of  fatty  acids.  This 
proposal  established  labeling  require¬ 
ments  for  foods  represented  for  special 
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dietary  use  containing  10  percent  or 
more  fat  on  a  dry  weight  basis  and  no 
less  than  3  grams  of  fat  in  an  average 
serving. 

Ninety  days  were  originally  provided 
for  filing  of  comments  on  these  pro¬ 
posals;  this  comment  period  was  ex¬ 
tended  to  November  12,  1971,  by  notices 
published  in  the  Federal  Register  of 
September  9, 1971  (36  PR  18098) . 

The  Commissioner  received  502  letters 
commenting  on  one  or  more  of  the  pro¬ 
posals  that  were  published  simultane¬ 
ously  on  June  15,  1971  (36  PR  11521). 

The  Commissioner  has  carefully  re¬ 
viewed  the  comments  concerning  the 
labeling  of  cholesterol,  fat,  and  fatty 
acids,  and  has  concluded  that  these  two 
issues  should  be  considered  in  a  uniform 
manner  as  both  deal  with  the  consumers’ 
need  to  have  informative  labeling  on 
foods  which  make  up  the  usual  diet  of 
those  individuals  on  modified  diets  on 
the  advice  of  their  physician.  In  the 
opinion  of  the  Commissioner  such  label¬ 
ing  would  markedly  assist  individuals  in 
their  attempts  to  adhere  to  a  modified 
diet.  Thus,  the  two  proposals  published 
as  an  amendment  to  21  C7FR  3.41  and  as 
a  proposed  new  section  (21  CFR  125.12) 
have  been  combined  into  a  single  new 
regulation  (21  CFR  1.18). 

I.  Cholesterol  Labeling 

Many  consumers  expressed  an  interest 
in  having  cholesterol  values  given  on  all 
food  labels.  Individuals  who  asked  that 
cholesterol  values  be  allowed  on  food 
labels  supported  their  view  by  saying 
they  were  on  a  low  or  moderate  choles¬ 
terol  diet  on  instruction  of  their  physi¬ 
cians  in  an  effort  to  reduce  one  of  the 
risk  factors,  i.e.,  high  blood  cholesterol 
levels.  They  felt  that  unless  foods  are 
labeled  with  cholesterol  content  it  would 
be  difficult  to  follow  their  doctors’  orders. 
Some  respondents  asserted  that  the  Com¬ 
missioner  was  making  a  less  than  objec¬ 
tive  appraisal  of  the  current  status  or 
knowledge  about  the  etiology  of  heart 
and  artery  disease  by  not  changing  para¬ 
graphs  (a)  and  (b)  of  21  CFR  3.41  which 
were  factual  in  1959  when  the  statements 
were  made,  but  which  do  not  now  address 
the  subject  candidly. 

Manufacturers  and  their  spokesmen 
felt  that  labeling  food  with  information 
about  fatty  acids  as  required  under  the 
proposed  §  125.12  together  with  the  ap¬ 
plication  of  the  constraints  of  §  3.41 
would  prevent  them  from  labeling  gen¬ 
eral  purpose  foods  with  important  com¬ 
position  information  which,  in  the  con¬ 
text  of  the  scientific  controversy  over  the 
etiology  of  heart  and  artery  disease,  may 
be  important  for  some  physicians,  para¬ 
medical  personnel,  and  patients.  These 
respondents  felt  that  cholesterol,  food 
fat,  and  calorie  composition  information 
on  food  labels  should  not,  by  itself,  con¬ 
stitute  a  representation  that  the  food  is 
for  special  dietary  use. 

Many  respondents,  viewing  what  they 
regarded  as  an  apparent  dichotomy  be¬ 
tween  the  recognition  of  the  greater  im¬ 
portance  of  fatty  acid  composition  com¬ 
pared  with  the  cholesterol  composition 
of  foods,  felt  that  the  Food  and  Drug 


Administration  was  not  being  objective 
and  fair.  They  did  not  disagree  with  the 
position  reflected  in  the  proposed  amend¬ 
ment  to  9  3.41  that  in  many  instances  it 
might  be  improper  or  frivolous  to  make 
label  declarations  of  cholesterol  content, 
but  they  argued  that  there  does  not  ap¬ 
pear  to  be  a  reasonable  basis  for  prohibit¬ 
ing  truthful  label  statements  about  cho¬ 
lesterol  content  while  at  the  same  time 
allowing  the  presence  of  label  statements 
relating  to  fatty  acid  content. 

The  Commissioner  has  considered  the 
question  of  cholesterol  labeling  of  food 
in  relation  to  the  sources  of  cholesterol 
in  the  diet  of  Americans.  The  ordinary 
intake  of  cholesterol  by  adults  in  this 
country  ranges  from  between  300  to  1,000 
milligrams  per  day  and  is  significantly 
affected  by  the  cholesterol  level  of  the 
particular  foods  chosen  by  the  individual 
for  his  daily  diet.  The  Commissioner  be¬ 
lieves  that  consumers  who  have  been 
properly  instructed  by  their  physicians 
understand  the  physicians’  requests  that 
they  curtail  their  intake  of  certain  foods. 
All  foods  from  vegetable  sources  and 
many  fabricated  foods  which  contain,  as 
a  minor  ingredient,  an  item  from  a  food 
with  high  cholesterol  content,  are  not 
important  contributors  of  cholesterol; 
however,  this  information  itself  may  be 
useful  label  information  for  consumers 
if  it  is  presented  in  a  factual  and  non¬ 
misleading  manner. 

The  Commissioner  recognizes  that 
products  can  be  specially  manufactured 
or  formulated  to  be  in  simulation  of  a 
food  in  one  of  the  major  cholesterol-con¬ 
tributing  foods  in  such  a  way  that  these 
products  contain  either  no  cholesterol  or 
significantly  less  cholesterol  than  their 
regular  counterpart  foods.  The  manufac¬ 
turers  of  products  of  this  kind  believe 
that  consumers  will  benefit  from  knowing 
the  cholesterol  content  of  these  products. 
Consumers  should  not  be  misled,  how¬ 
ever,  into  believing  that  these  products 
are  equivalent  to  their  regular  counter¬ 
part  foods  in  all  important  respects, 
especially  nutritional,  if  they  are  not.  The 
criterion,  therefore,  for  labeling  products 
of  this  kind  should  be  that  the  product 
(analogue)  be  nutritionally  equivalent  to 
the  food  which  it  obviously  simulates. 
When  requested,  the  Food  and  Drug  Ad¬ 
ministration  will  render  opinions  on  the 
nutritional  equivalency  of  new  products 
as  compared  with  conventional  products. 
The  Commissioner  is  publishing  else¬ 
where  in  this  issue  of  the  Federal  Regis¬ 
ter  a  proposed  new  §  1.8(e)  governing  the 
labeling  of  such  substitute  foods. 

In  light  of  all  the  available  informa¬ 
tion,  the  Commissioner  has  concluded 
that  new  §  1.18  should  include  provisions 
regulating  the  labeling  of  cholesterol 
content.  Labeling  permitted  by  this  new 
section  may  voluntarily  be  used  by  any 
manufacturer  to  show  the  cholesterol 
content  of  a  food.  The  use  of  any  claim 
or  information  concerning  cholesterol  on 
a  label  or  in  labeling  or  advertising  for  a 
food  also  subjects  the  label  to  the  re¬ 
quirements  of  this  section.  The  label 
statement  shall  provide  the  following  in¬ 
formation  in  the  following  order: 

1.  A  statement  of  the  serving  size. 


2.  The  number  of  milligrams  of  cho¬ 
lesterol  per  serving. 

3.  The  number  of  milligrams  of  cho¬ 
lesterol  per  100  grams  of  the  food. 

4.  The  statement  “Information  on  cho¬ 
lesterol  content  is  provided  for  individ¬ 
uals  who,  on  the  advice  of  a  physician, 
wish  to  modify  their  total  dietary  intake 
of  cholesterol.’’ 

This  information  on  cholesterol  con¬ 
tent  shall  appear  on  the  label  in  ac¬ 
cordance  with  new  9  1.8d,  which  is  pub¬ 
lished  elsewhere  in  this  issue  of  the  Fed¬ 
eral  Register.  In  order  to  avoid  giving 
the  information  undue  prominence,  in 
no  event  may  it  appear  on  the  labeling 
in  more  than  the  minimum  type  size  re¬ 
quired  for  the  declarition  of  net  quan¬ 
tity  of  contents  by  9  1.8b  of  this  chapter. 

If  the  food  is  labeled  in  compliance 
with  9  1.17  (nutrition  labeling) ,  which  is 
also  published  elsewhere  in  this  issue  of 
the  Federal  Register,  and  the  manu¬ 
facturer  chooses  to  include  the  choles¬ 
terol  content,  the  above  information 
shall  be  included  as  provided  in  9  1.17(c) 
(6)  (il) ,  except  that  the  serving  size  need 
not  be  repeated.  Section  1.17(a)  specifi¬ 
cally  provides,  however,  that  inclusion 
only  of  cholesterol  content  on  a  food  la¬ 
bel  does  not  require  full  nutrition  label¬ 
ing  in  compliance  with  9  L17. 

n.  Fat  and  Fatty  Acid  Labeling 

In  relation  to  the  proposal  on  the  la¬ 
beling  of  foods  for  fat  and  fatty  acid, 
229  comments  were  received  from  a  num¬ 
ber  of  sources.  Consumers  as  a  whole  fa¬ 
vored  the  proposal.  Comments  from  the 
scientific  community,  trade  associations, 
and  manufacturers  expressed  reserva¬ 
tions  about  specific  portions  of  the  pro¬ 
posal  but  indicated  that  these  groups 
would  accept  a  revised  regulation  that 
was  reasonable  and  enforceable. 

A  suggested  alternative  to  the  pro¬ 
posed  9  125.12  would  move  the  require¬ 
ments  of  the  proposed  99  125.12  to  3.41 
(21  U.S.C.  3.41)  by  revising  the  proposed 
9  3.41(e).  Under  this  alternative  the  la¬ 
bel  statements  would  not  constitute  rep¬ 
resentations  for  special  dietary  use,  but 
would  provide  labeling  in  a  meaningful 
and  uniform  way  on  fat  and  fatty  acid 
composition  regardless  whether  the  prod¬ 
uct’s  composition  Is  fixed  by  nature  or 
formulated  by  the  food  technologist. 
Iliere  were  a  number  of  other  com¬ 
ments,  some  in  opposition  to  the  pro¬ 
posal  and  ethers  containing  proposed 
alternative  action  of  several  types: 

1.  Leave  label  declaration  as  it  is  pres¬ 
ently  constituted. 

2.  Survey  the  U.S.  population  to  see 
what  the  consiuner  really  wants  on  a 
label. 

3.  Require  a  label  disclaimer  statement 
which  would  tell  the  consumer  that  the 
information  on  fat  content  does  not  rep¬ 
resent  the  product  for  treatment  or  pre¬ 
vention  of  ffisetise. 

4.  Liberalize  criteria  for  labeling  by 
lowering  minimum  values  for  amount  of 
fat  in  foods. 

5.  State  more  clearly  the  definitions 
for  polyimsaturated  and  saturated  fatty 
acids,  and  for  special  dietary  food. 
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6.  Make  provision  for  including  the 
monosaturated  fatty  acid  values  on  the 
label. 

7.  State  clearly  the  conditions  which 
influence  whether  the  application  of  the 
section  is  optional  or  mandatory. 

8.  Withdraw  proposal  $  125.12. 

9.  Proposed  regulation  does  not  delin^ 
eate  the  criteria  for  determining  whether 
a  fat  is  for  special  dietary  use  or  for  gen¬ 
eral  use. 

10.  Ldst  any  pohrunsaturate  not  as  the 
glyceryl  ester  but  as  P/S  (polyunsatu¬ 
rated  to  saturated)  ratio,  e.g.,  P/S  ratio 
of  2.5  or  more. 

11.  Change  term  “glyceryl  ester”  to 
“glyceryl  triester.” 

12.  Provide  for  including  the  percent¬ 
age  of  trans-fatty  acid  value  on  the 
label. 

13.  Make  the  regulation  mandatory  for 
all  foods  containing  fats. 

14.  Establish  the  range  of  variation  to 
be  allowed  in  fatty  acid  composition  in¬ 
formation. 

15.  “Average  serving”  should  be  de¬ 
fined. 

16.  Canadian  Food  and  Drug  Directo¬ 
rate  FA^9  method  for  cis-methylene- 
interrupted  fatty  acids  is  not  rdiable. 

Each  of  these  have  been  considered, 
and  where  aiH>licable  changes  or  modifi¬ 
cations  have  been  made  in  the  proposal. 
They  are  included  in  the  following  dis¬ 
cussion.  However,  in  regard  to  the  com¬ 
ments  suggesting  delay  in  action,  the 
Commissioner  is  of  the  opinion  that  fur¬ 
ther  delay  on  providing  consmners  with 
information  on  the  fat  and  fatty  acid 
content  of  foods  would  serve  no  purpose, 
and  accordingly  new  §  1.18  provides  for 
such  labeling. 

Some  comments  indicated  that  the 
correspondents  wanted  the  provisions  of 
the  proposed  section  to  be  volxmtary; 
others  argued  for  mandatory  labeling  re¬ 
quirements.  Some  questions  of  clarity  of 
language  regarding  voluntary  use  were 
asked.  The  use  of  labeling  as  provided  by 
the  flnal  regulation  shall  be  on  a  volim- 
tary  basis  for  all  foods,  and  will  be  man¬ 
datory  if  claims  are  made  with  respect  to 
fatty  acid  composition  but  not  if  claims 
are  made  with  respect  to  general  fat  con¬ 
tent.  There  are  many  general  purpose 
foods  that  could  be  \ised  for  dietary  reg¬ 
ulation  of  fat  and/or  fatty  acid  intake, 
and  there  is  no  reason  why  the  option 
to  label  these  foods  should  not  be  exer¬ 
cised  by  a  manufacturer,  as  long  as  he 
complies  with  the  labelinig  requirements 
contained  in  new  S  1.18  and  does  not 
make  medical  claims. 

New  S  1.17  (nutrition  labeling)  and 
new  §  1.18  (fat  and  fatty  acid  labeling) 
are  closely  related.  Section  1.17(c)(6) 
provides  that  nutrition  labeling  shall  in¬ 
clude  the  number  of  grams  of  fat  per 
serving  of  a  food.  Any  claim  or  informa¬ 
tion  with  respect  to  any  nutrient  covered 
by  5  1.17,  e.g.,  protein,  fat.  calories,  vita¬ 
mins,  automatically  requires  full  nutri¬ 
tion  labeling  under  S  1.17.  Thus,  any 
claim  or  information  relating  to  the  fat 
content,  e.g.,  the  percentage  of  fat  in  the 
product,  automatically  makes  S  1.17 
applicable. 

New  S  1.18  (fat  and  fatty  acid  labeling) 
is  far  more  narrow,  and  is  applicable 


only  when  a  claim  or  information  is  in¬ 
cluded  on  the  label  or  in  labeling  or  ad¬ 
vertising  specifically  related  to  the  fatty 
acid  composition  of  a  food.  Thus,  in¬ 
formation  about  fat  content  does  not 
make  S  1.18  applicable  unless  that  in¬ 
formation  includes  a  reference  to  fatty 
acid  composition.  When  S.  1.18  is  appli¬ 
cable,  on  the  other  hand,  the  informa¬ 
tion  required  imder  its  provisions  with 
respect  to  fat  and  fatty  acids  automat¬ 
ically  also  makes  S  1.17  applicable.  Sec¬ 
tion  1.17(c)  (6)  (i)  specifically  provides 
for  the  inclusion  of  the  labeling  required 
by  S  1.18  in  the  standard  nutrition  label¬ 
ing  format.  In  short,  S  1.17  does  not  re¬ 
quire  labeling  imder  §  1.18,  but  S  1.18 
labeling  automatically  requires  labeling 
under  S  1.17  and  must  be  included  within 
the  S  1.17  format. 

While  comments  were  received  suggest¬ 
ing  that  the  polyimsaturated  fatty  acid 
to  saturated  fatty  acid  ratio  (P/S)  be 
included  on  the  label,  the  majority  of 
conunents  stressed  the  current  interest 
in  actual  amoimts  of  fatt^  acids  in  the 
diet.  For  those  desiring  to  determine  the 
P/S  ratio,  the  information  required  to  be 
furnished  by  the  regulation  will  be  suf¬ 
ficient  to  enable  the  consumer  to  calcu¬ 
late  it  by  dividing  the  amount  in  grams 
of  polyimsaturated  fatty  acid  by  the 
amount  in  grams  of  saturated  fatty  acids. 

Adverse  comments  were  submitted  re¬ 
lating  to  the  proposed  limiting  of  fatty 
acid  labeling  to  foods  contsdning  a  mini¬ 
mum  of  10  percent  total  fat  on  a  dry- 
matter  basis  and  of  3  grams  total  fat  per 
serving.  A  majority  of  comments  were 
concerned  with  the  10-percent  figure  on 
a  dry  weight  basis.  Suggestions  were 
made  to  change  this  to  another  value; 
some  believed  that  it  should  be  less  than 
3  percent,  and  others  believed  it  should 
be  more  Uian  10  percent.  Based  upon  an 
analysis  of  the  foods  which  contribute 
fat  to  the  diet,  the  Commissioner  con¬ 
cludes  that  it  is  reasonable  to  limit  fatty 
acid  labeling  to  foods  containing  a  mini¬ 
mum  of  10  percent  total  fat  on  a  dry 
matter  basis.  This  will  prevent  manu¬ 
facturers  from  placing  fatty  acid  infor¬ 
mation  on  products  which  are  insignifi¬ 
cant  sources  of  fatty  acid  in  the  diet. 

One  respondent  suggested  that  the  fat- 
per-serving  flgure  should  be  lowered  from 
3  to  2  grams  because  the  larger  flgure 
would  exclude  some  foods  such  as  coffee 
whiteners  used  in  the  daily  diet  of  some 
individuals  which  affects  their  total  fat 
intake.  This  change  is  reflected  in  the 
flnal  order. 

Considerable  industrial  and  trade  or¬ 
ganization  concern  over  the  fatty  acid 
categories  or  groups  that  should  appear 
on  the  labd  was  evident  from  the  wide 
variety  of  conunents  and  suggestions  re¬ 
ceived.  Several  possible  combinations  of 
fatty  acid  categories  or  groups  for  label 
purposes  «nerged  from  the  conunents; 
these  are: 

1.  Polyunsaturated  fatty  acids,  monoun- 
saturated  fatty  acids,  saturated  fatty  acids 
(C-1  through  C-22). 

2.  Cts-polyunsaturated  fatty  acids,  traru- 
unsaturated  fatty  acids,  monounsaturated 
fatty  acids,  saturated  fatty  acids  (C-1 
through  C-22). 


3.  C(s-polyunsaturated  fatty  acids,  traru- 
unsaturated  fatty  acids,  conjvigated  polyun¬ 
saturated  fatty  acids,  monounsaturated  fat¬ 
ty  acids,  saturated  fatty  acids  (C-1  through 
C-22). 

4.  Polyunsaturated  fatty  acids,  monoun¬ 
saturated  fatty  acids,  saturated  fatty  acids 
(C-14  through  C-22). 

5.  (Same  as  Categories  1  to  4  above  ex¬ 
cept  that  saturated  fatty  acids  would  en¬ 
compass  C-12  through  C-18). 

6.  Cis-polyunsaturated  fatty  acids,  satu¬ 
rated  fatty  acids  (C-12  through  0-18) ,  other 
fatty  acids  (total  amount  of  fatty  acids 
minus  sum  of  amounts  in  first  two 
categories) . 

All  those  who  expressed  an  opinion  con¬ 
cerning  this  matter  felt  that  it  would  be 
informative  to  include  the  amount  of 
polyunsaturated  fatty  acids  present  to  be 
declared  as  one  category.  The  other  cate¬ 
gories  to  be  declared  was  the  point  of 
controversy. 

In  the  comments  received,  reference 
was  made  to  scientiflc  reports  which  sug¬ 
gest  that  any  fatty  acid  category  may 
contain  a  quality  or  factor  which  tends 
to  elevate  blood  cholesterol  levels  in  con¬ 
trolled  experiments.  However,  the  most 
widely  accepted  opinion  at  this  time  is 
that  long-chain  saturated  fatty  acids  and 
polyunsaturated  fatty  acids  may  have 
some  relationship  to  changes  in  serum 
cholesterol  levels.  Most  saturated  fatty 
acids  in  conventional  foods  are  long- 
chain  fatty  acids;  they  contain  12  car¬ 
bons  or  more.  Saturated  fatty  acids  con¬ 
taining  eight  and  10  carbons  (referred 
to  as  medium-chain  fatty  acids)  and 
those  containing  four  and  seven  carbons 
(referred  to  as  short-chain  fatty  acids) 
are  absorbed  and  utilized  in  a  much  dif¬ 
ferent  manner  thsui  are  long-chain  fatty 
acids.  Their  metabolic  effects  on  plasma 
lipids  and  cholesterol  appear  to  be  dif¬ 
ferent  than  those  of  the  long-chain  sat¬ 
urated  fatty  acids. 

Since  the  label  statements  should  be 
both  suitably  informative  and  simple  to 
understand,  approximately  three  cate¬ 
gories  is  the  limit  that  can  be  expected 
to  be  tolerated  by  consumers  and  indus¬ 
try  alike.  The  classification  outlined 
below  will  provide  adequate  useful  in¬ 
formation  for  persons  on  a  fat-modifled 
diet.  In  view  of  the  fact  that  most  peo¬ 
ple  expect  the  sum  of  percentage  values 
in  a  complete  statement  of  total  fatty 
acid  content  to  be  100,  it  is  appropriate 
to  subtract  from  100  the  sum  of  the 
percentages  of  polyunsaturated  and  sat¬ 
urated  fatty  acids;  the  remainder  being 
the  third  category  “other  fatty  acids.” 

For  the  purpose  of  labeling,  there¬ 
fore,  saturated  fatty  acids  containing 
less  than  12  carlKMis  will  not  be  consid¬ 
ered  in  the  category  of  “saturated  fatty 
acids”,  but  shall  be  included  in  the 
category  “other  fatty  acids”.  Based  on 
practicality,  ability  to  carry  out  rapid 
analysis,  and  consequently  the  ability  to 
enforce  for  regulation,  the  long-chain 
saturated  fatty  acid  range  of  C-12 
through  C-18  (lauric,  myristic,  palmitic, 
and  stearic  acids)  have  been  defined  as 
“saturated  fatty  acids.” 

Several  comments  suggested  that  the 
troTW-xmsaturated  fatty  acids  present  in 
hydrogenated  fats,  and  conjugated  poly¬ 
unsaturated  fatty  acids  should  be  listed 
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on  the  labels.  TrcTW-unsaturated  fatty 
acids  generally  constitute  a  small  por¬ 
tion  of  the  total  fatty  acids  in  marketed 
fats  and  oils.  This  situation  is  similar 
to  that  of  the  conjugated  polyunsatu¬ 
rated  fatty  acids,  although  very  little  in¬ 
formation  on  the  content  of  these  two 
fatty  acid  subgroups  in  foods  is  avail¬ 
able.  Some  fat  and  oil  manufacturers  do 
make  periodic  checks  on  the  content  of 
these  subgroups  in  their  products,  but  to 
require  such  monitoring  by  industry  and 
government  is  unreasonable  at  this  time. 
If  new  evidence  suggests  that  it  is  neces¬ 
sary  to  require  label  information  on 
either  one  or  both  of  these  subgroups, 
the  appropriate  section(s)  of  the  regu¬ 
lations  will  be  amended. 

The  original  proposal  on  fatty  acid 
labeling  required  the  quantities  of  fatty 
acids  to  be  listed  as  a  percentage  of  the 
total  fat  content.  Comments  were  re¬ 
ceived  from  nutritionists  who  advise 
patients  on  modifying  their  diet  sug¬ 
gesting  that  the  actual  quantity  in  terms 
of  grams  of  fat  and  fatty  acids  is  more 
useful  than  percentages  as  this  nomen¬ 
clature  is  used  in  advising  patients  on  the 
modification  of  fat  and  fatty  acid  con¬ 
tent  of  their  diet.  Since  the  purpose  of 
the  fatty  acid  labeling  is  to  assist  those 
individuals  seeking  to  modify  the  fat 
and  fatty  acid  content  of  their  diet  and 
those  professionals  seeking  to  help  these 
indviduals,  it  is  reasonable  to  provide 
the  fatty  acid  information  in  grams  per 
serving. 

The  Commissioner  has  concluded 
that  claims  or  information  about  fatty 
acid  content  should  require  inclusion  on 
the  label  of  the  following  fat  and  fatty 
acid  information  in  addition  to  full  nu¬ 
trition  labeling. 

1.  The  amoimts  of  fatty  acids  ex¬ 
pressed  in  grams  calculated  as  triglycer¬ 
ides,  in  the  following  three  categories 
with  the  headings  as  listed,  and  in  the 
following  order: 

(i)  cis,  cis-methylene-interrupted  poly¬ 
unsaturated  fatty  acids,  stated  as  “Poly¬ 
unsaturated  fatty  acids’’; 

(ii)  The  sum  of  laiu'ic,  myristic,  psd- 
mitic,  and  stearic  acids,  stated  as  “Satu¬ 
rated  fatty  acids’’;  and 

(ill)  The  difference,  stated  as  “Other 
fatty  acids’’,  between  the  total  amoimt 
of  fatty  acids  and  the  siun  of  fatty  acids 
in  (i)  and  (il). 

2.  The  total  fat  content  in  terms  of  the 
percent  of  the  total  calories  provided  by 
fat  with  the  heading.  Percent  of  calories 
from  fat. 

Several  comments  were  received  con¬ 
cerning  the  analyticsd  methods  and  com¬ 
pliance  procedures  to  be  used  in  regulat¬ 
ing  products  with  fat  and  fatty  acid, 
and/or  cholesterol  labeling.  The  Com¬ 
missioner  is  aware  that  there  is  natural 
variation  in  the  fat  and  cholesterol  con¬ 
tent  of  food  products.  In  developing  a 
labeling  system  it  is  therefore  important 
that  the  manufacturer  be  permitted  a 
tolerance  so  that  he  may  provide  useful 
information  on  the  label  without  in¬ 
curring  excessive  control  costs,  which 
will  result  in  a  significant  price  Increase 
to  the  consiuner.  However,  consiuners 


have  a  right  to  expect  that  labeling  hon¬ 
estly  represents  the  products  they  buy. 

Section  1.17,  governing  nutrition  label¬ 
ing,  contains  a  detailed  statistically  valid 
compliance  mechanism.  Basically  the 
same  compliance  provisions  are  included 
in  this  regulation  for  determining  choles¬ 
terol,  fat,  and  fatty  acids  as  are  included 
in  new  §  1.17  for  determining  fat.  For 
the  purposes  of  compliance  a  food  with  a 
label  declaration  of  cholesterol  content 
shall  be  deemed  to  be  misbranded  under 
section  403(a)  of  the  Act  if  the  content 
of  a  12-sample  composite  is  greater  than 
20  percent  in  excess  of  the  value  for  the 
cholesterol  content  declared  on  the  label. 
A  food  with  a  label  declaration  of  fatty 
acids  content  shall  be  deemed  to  be  mis¬ 
branded  under  section  403(a)  of  the 
Act  if  the  composite  is  greater  than  20 
percent  in  excess  of  the  value  or  less  than 
80  percent  of  the  value  for  the  fatty  acids 
declared  on  the  label. 

(Comments  on  methods  for  analysis 
asked  that  the  specific  methods  to  be 
used  for  compliance  be  identified.  The 
methods  for  fat,  fatty  acids,  and  cho¬ 
lesterol  will  be  those  of  tho  Association 
of  Official  Analytical  Chemists  (AO AC), 
or  other  reliable  and  appropriate  meth¬ 
ods.  Methods  of  analysis  may  be  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration  to  determine  their  acceptability. 
'The  determination  of  ds,  cts-methylene- 
intemipted  polyunsaturated  fatty  acids 
of  fats,  and  oUs  will  be  carried  out  by  the 
C?anadlan  Food  and  Drug  Directorate 
FA-59  method  entitled  “Enzymatic  De¬ 
termination  of  Polyunsaturated  Fatty’’ 
published  during  December  1967  as 
modified  by  the  DivisicHi  of  Nutrition, 
Food  and  Drug  Administration.  ’The 
FA-59  method  is  a  modification  of  the 
MacOee  method  (Analytical  Chemistry 
31,  298  [19591). 

TTie  problem  of  defining  the  serving 
size  was  raised.  Elach  manufacturer 
should  define  the  serving  size  apprcgirl- 
ate  for  his  specific  product  and  state  the 
serving  size  on  the  label.  Where  there 
are  no  established  reasonable  standard 
serving  sizes,  or  if  there  is  an  imreas(m- 
able  variance  among  manufacturers,  the 
Commissioner  intends  to  develop  a  pro¬ 
cedure  for  establishing  such  reasonable 
standard  serving  sizes. 

For  the  purposes  of  this  regulation,  the 
same  basic  definitions  shall  apply  as  in 
99  1.17  and  125.1.  An  average  serving 
shall  be  expressed  in  terms  of  a  con¬ 
venient  unit  of  measure  that  can  be 
readily  understood  and  utilized  by  piir- 
chasers  of  such  food.  For  example,  a 
serving  may  be  expressed  in  terms  of 
slices,  cooUes,  wafers,  ounces,  fluid 
ounces,  teaspoonfuls,  tablespoonfuls,  or 
cupfuls.  A  teaspoonful  shall  be  consid¬ 
ered  to  mean  5  milliliters  (approximately 
Ye  fluid  oimce)  in  voliune;  a  tablespoon¬ 
ful  shall  be  considered  to  mean  15  milli¬ 
liters  (approximately  Yt  fluid  ounce)  in 
volume;  and  a  cupful  shall  be  considered 
to  mean  240  milliliters  (approximately 
8  fluid  oimces)  in  volume. 

It  was  pointed  out  in  many  comments 
that  it  would  be  in  the  best  interest  of 
consiuners  to  have  a  declaratory  state¬ 
ment  that  would  appear  in  the  labeling 


of  products  to  accompany  the  informa¬ 
tion  permitted  in  this  section.  Such 
statement  would  state  to  the  purchaser 
that  the  product  may  be  useful  to  those 
persons  who  are  advised  by  a  physician 
to  modify  their  fat  intake  as  part  of  a 
total  dietary  plan.  TTiere  may  be  no 
statement  or  implication,  however,  that 
the  product  per  se  will  be  sufficient  to 
modify  fat  intake,  or  will  help  to  pre¬ 
vent  coronary  heart  disease  or  its  ad¬ 
junctive  conditions.  ’This  is  reasonable  in 
light  of  the  fact  that  the  Food  and  Drug 
Administration  is  neither  recommending 
any  dietary  regimens  nor  taking  a  posi¬ 
tion  in  the  dietary  fat/coronary  heart 
disease  controversy.  IThe  regulation  is 
being  issued  in  response  to  public  and 
medical  requests  that  such  iifformation 
be  placed  on  food  product  labels.  The 
regulation  is  designed  simply  to  provide 
fat  and  fatty  acid  label  information 
that  will  be  useful  to  consumers,  physi¬ 
cians,  dietitians,  and  other  health  pro¬ 
fessionals  who  are  involved  directly  or 
indirectly  in  regulating  an  individual’s 
dietary  intake  of  total  fat  and/or  fatty 
acids.  Thus,  the  statement  “Information 
on  fat  content  is  provided  for  individuals 
who,  on  the  advice  of  a  physician,  are 
modifying  their  total  dietary  intake  of 
fat”  would  immediately  follow  the  re¬ 
quired  statements  on  fat  and  fatty  acid 
content,  as  required  in  21  CFR  1.17. 

There  was  an  oversight  in  the  pub¬ 
lished  proposal,  in  that  it  lacked  any 
reference  to  the  kind  of  Information 
which  must  appear  in  product  literature 
sent  by  the  manufacturer  on  request  of 
a  consumer.  Such  material  is  labeling. 
In  some  cases,  it  is  ix)ssible  that  a  manu¬ 
facturer  may  not  have  a  product  labeled 
with  fat  and  fatty  acid  information,  but 
will  provide  information  about  the  prod¬ 
uct  in  labeling  if  the  custcxner  writes 
the  company.  A  declaration  of  choles¬ 
terol  or  fatty  acid  content  on  the  label  or 
in  advertising  of  a  food  subjects  the 
label  to  the  requirements  of  this  section. 
A  declaration  of  cholesterol  or  fatty  acid 
content  in  labeling  of  a  food  subjects  the 
label  and  that  labeling  to  the  require¬ 
ments  of  this  section  except  that  the 
label  of  a  food  will  not  be  subject  to  the 
requirements  of  this  section  solely  be¬ 
cause  of  a  manufacturer’s  or  distributor’s 
direct  written  reply  to  an  unsolicited  re¬ 
quest  for  information  on  cholesterol  or 
fatty  acid  content  of  such  food. 

The  cholesterol  and  fat  and  fatty  acid 
labeling  as  set  forth  below  incorporates 
the  more  useful  principles  presented  in 
the  comments  received  on  the  published 
proposal.  'The  Commissioner  has  con¬ 
cluded  in  relation  to  the  labeling  of  the 
cholesterol,  fat,  and  fatty  acid  content 
of  foods  that: 

1.  A  restatement  of  the  policy  regard¬ 
ing  labeling  of  foods  possibly  of  value 
in  diets  for  the  control  of  fatty  acid  and 
cholesterol  consumption  is  appropriate. 

2.  Information  sissociated  with  the 
cholesterol,  fat,  and  fatty  acid  composi¬ 
tion  of  foods  should  be  combined  in  a 
single  regulation  as  set  forth  below. 

3.  It  is  necessary  to  call  consumers’ 
attention,  by  means  of  a  label  state¬ 
ment,  to  the  fact  that  information  being 
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permitted  by  promulgation  of  this  regu¬ 
lation  should  be  used  with  the  imder- 
standlng  that  it  is  useful  only  when  the 
total  dietary  intake  of  fat  and/or  cho¬ 
lesterol  is  being  controlled  and  then  only 
when  this  is  done  on  the  initial  and  con¬ 
tinuing  advice  of  a  physician  familiar 
with  the  patient’s  condition. 

4.  TTie  cholesterol  content  should  be 
allowed  to  be  stated  on  the  label  of  any 
food  in  succinct  terms. 

5.  'The  fatty  acid  content  should  be 
allowed  to  be  stated  on  the  label  of  foods 
with  at  least  10  percent  total  fat  on  a 
dry  weight  basis  and/or  containing  at 
least  2  grams  of  fat  in  a  serving.  When 
the  manufacturer  voluntarily  elects  to 
provide  information  under  S  1.18  it  is 
reasonable  to  require  complete  nutrition 
information  as  provided  for  in  §  1.17  and 
in  the  format  required  by  §  1.17(c)  (6) 

(i). 

6.  When  a  manufacturer  elects  to  de¬ 
clare  cholesterol  content  it  is  reasonable 
not  to  require  complete  nutrition  label¬ 
ing.  When  a  manufacturer  elects  to  pro¬ 
vide  chlosterol  and  nutrition  labeling  on 
a  product  it  is  reasonable  that  the  label¬ 
ing  be  in  compliance  with  21  CFR  1.17(c) 
(6)(U). 

7.  Statements  of  cholesterol  and  fat 
content,  both  by  themselves  and  when 
accompanied  by  an  informational  state¬ 
ment  indicated  in  conclusion  3  above,  are 
not  misleading;  however,  direct  claims 
that  a  product  will  prevent,  mitigate,  or 
cure  atherosclerotic  cardiovascular  dis¬ 
ease  or  any  attendant  condition  are  false 
and  misleading. 

Accordingly,  having  considered  the 
comments  received  and  other  relevant 
information,  and  after  further  study  on 
the  impact  of  his  proposal  on  current 
medical  practice,  the  Commissioner  con¬ 
cludes  that  a  new  §  1.18  Labeling  of  foods 
in  relation  to  fat  and  fatty  acid,  and 
cholesterol  content  should  be  established, 
combining  the  provisions  of  the  existing 
and  proposed  §  3.41  and  the  proposed 
§  125.12  (36  FR  11521),  to  provide  for 
more  informative  labeling  of  foods  con¬ 
taining  cholesterol  and  fat  and  fatty 
acids. 

Therefore,  pursusuit  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a).  52  Stat.  1047- 
1048  as  amended,  1055;  21  U.S.C.  321, 
343,  371(a))  and  under  authority  dele¬ 
gated  to  the  Cemunissioner  (21  CFR  2.- 
120),  Parts  1  and  3  are  amended  as  fol¬ 
lows: 

1.  In  Part  1  a  new  §  1.18  is  added  to 
read  as  follows; 

§  1,18  I.,abeling  of  foods  in  relation  to 
fat  and  fatty  acid,  and  cholesterol 
content. 

(a)  Implicit  or  explicit  claims  for  the 
value  of  food  in  preventing  or  treating 
heart  or  artery  disease  can  be  misleading 
to  consumers.  However,  a  significant  seg¬ 
ment  of  the  medical  community  is  rec¬ 
ommending  that  individuals  modify 
their  total  diet  by  eliminating  certain 
foods  or  by  replacing  certain  foods  with 
others  in  order  to  effect  changes  in  the 


levels  of  blood  compcmraits.  Although 
there  have  been  no  definitive  studies 
which  have  demonstrated  beyond  doubt 
that  extensive  changes  in  the  consump¬ 
tion  of  fat  and  cholesterol  by  the  general 
public  are  desirable,  it  is  nevertheless  ap¬ 
propriate  to  provide  for  informative  la¬ 
beling  which  will  help  individuals  to 
identify  foods  for  inclusion  in  fat-modi¬ 
fied  diets  recommended  by  physicans.  It 
is  also  appropriate  to  prohibit  label 
statements  which  misrepresent  specific 
foods  as  being,  of  themselves,  of  value  in 
the  control  of  the  levels  of  these  blood 
components  or  in  the  control  of  heart 
or  artery  disease. 

(b)  A  label  statement  regarding  a 
serving  shall  be  expressed  in  terms  of 
a  convenient  unit  of  measure  that  can 
be  readily  imderstood  and  utilized  by 
purchasers  of  such  food.  For  example, 
a  serving  may  be  expressed  in  terms  of 
slices,  cookies,  wafers,  oimces,  fluid 
ounces,  teaspoonfuls,  tablespoonfuls,  or 
cupfuls.  A  teaspoonful  shall  be  consid¬ 
ered  to  mean  5  milliliters  (approximately 
one-sixth  fluid  ounce)  in  volume;  a 
tablespoonful  shall  be  considered  to 
mean  15  milliliters  (approximately  one- 
half  fluid  oimce)  in  volume,  and  a  cupful 
shall  be  considered  to  mean  240  mil¬ 
liliters  (approximately  8  fluid  ounces) 
in  volume. 

(c)  A  food  label  or  labeling  may  in¬ 
clude  a  statement  of  the  cholesterol  con¬ 
tent  of  the  food,  provided  that  it  is 
stated  both  in  terms  of  the  number  of 
milligrams  per  serving  and  in  terms  of 
the  number  of  milligrams  per  100  grams 
of  the  food.  This  listing  shall  follow  a 
statement  of  the  serving  size,  which  shall 
be  determined  in  accordance  with  §  1.17 
and  shall  appear  as  provided  in  §  1.8d, 
but  in  no  case  in  a  type  size  larger  than 
the  minimum  type  size  required  for  the 
declaration  of  net  quantity  of  contents 
by  §  1.8b  of  this  chapter.  No  other  state¬ 
ment  may  be  made  relating  to  choles¬ 
terol.  When  the  cholesterol  content  is 
stated  on  the  label  of  a  food  which  is 
also  labeled  in  accordance  with  §  1.17, 
the  statement  of  the  cholesterol  content 
shall  conform  to  the  requirements  of 
§  1.17(c)  (6)  (U). 

(d)  A  food  label  or  labeling  may  in¬ 
clude  information  on  the  fatty  acid  con¬ 
tent  of  the  food:  Provided.  That  it  meets 
the  following  conditions. 

(1)  The  food  contains  10  percent  or 
more  fat  on  a  dry  weight  basis  and  not 
less  than  2  grams  of  fat  in  an  average 
serving.  Any  food  containing  less  than 
10  percent  total  fat  on  a  dry  weight  basis 
and/or  containing  less  than  2  grams  of 
fat  in  a  serving  is  not  suitable  for  use 
by  man  as  a  means  of  regulating  the 
intake  of  fatty  acids. 

(2)  The  food  is  labeled  in  compliance 
with  §  1.17  and  the  following  informa¬ 
tion  is  Included  in  the  folowing  order 
in  accordance  with  §  1.17(c)  (6)  (ii) . 

(!)  The  amounts  of  fatty  acids,  cal¬ 
culated  as  the  triglycerides,  shall  be 
stated  in  grams  per  serving  in  the  fol¬ 
lowing  three  categories,  stated  with  the 
following  headings,  in  the  following 


order,  and  displayed  in  equal 
prominence : 

(a)  cis,  cis  -  methylene  -  Interrupted 
polyunsaturated  fatty  acids,  stated  as 
‘  Polyunsaturated  fatty  acids”; 

(b)  The  sum  of  lauric,  myristic,  pal¬ 
mitic,  and  steric  acids,  stated  as  “Satu¬ 
rated  fatty  acids”;  and 

(c)  The  difference,  stated  as  other” 
fatty  acids,”  between  the  total  amount  of 
fatty  acids  and  the  sum  of  fatty  acids 
in  paragraph  (d)(1)  (i)  (a)  and  (b)  of 
this  section. 

(ID  The  total  fat  content  in  terms  of 
the  percentage  of  the  total  calories  in 
the  food,  provided  by  fat  with  the  head¬ 
ing  “Percent  of  csdories  from  fat:”. 

(iii)  The  statement  required  by  par¬ 
agraph  (e)  of  this  section. 

(iv)  No  other  statement  may  be  made 
relating  to  fatty  acid  content. 

(e)  A  food  labeled  in  accordance  with 
paragraph  (c)  or  (d)  of  this  section  shall 
display  the  folowing  statement  on  the 
label:  “Information  on  fat  (and/or 
cholesterol,  where  appropriate)  content 
is  provided  for  indi^duals  who,  on  the 
advice  of  a  physician,  are  modifying 
their  total  dietary  intake  of  fat  (and/or 
cholesterol,  where  appropriate.)”  If  the 
food  is  not  labeled  in  accordance  with 
§  1.17  and  is  labeled  only  in  accordance 
with  paragraph  (c)  of  this  section,  the 
statement  shall  appear  in  the  same  label 
panel  and  in  proximity  to  the  statements 
prescribed  in  paragraph  (c)  of  this  sec¬ 
tion  and  in  the  same  type  size.  In  the 
event  the  cholesterol  content  is  included 
under  nutritional  labeling,  the  state¬ 
ment  shall  be  in  compliance  with  §  1.17 
(c)  (6)  (ii). 

(f)  A  declaration  of  cholesterol  or 
fatty  acid  content  on  the  label  or  in  ad¬ 
vertising  of  a  food  subjects  the  label  to 
the  requirements  of  this  section.  A 
declaration  of  cholesterol  or  fatty  acid 
content  in  the  labeling  of  a  food  subjects 
the  label  and  that  labeling  to  the  require¬ 
ments  of  this  section  except  that  the 
label  of  a  food  will  not  be  subject  to  the 
requirements  of  this  section  solely  be¬ 
cause  of  a  manufacturer’s  or  distributor’s 
direct  written  reply  to  an  unsolicited  re¬ 
quest  for  information  on  cholesterol  or 
fatty  acid  content  of  such  food. 

(g)  Compliance  with  this  section  shall 
be  determined  as  follows: 

(1)  A  collection  of  primary  containers 
or  units  of  the  same  size,  type,  and  style 
produced  under  conditions  as  nearly  imi- 
form  as  possible,  designated  by  a 
common  container  code  or  marking  con¬ 
stitutes  a  “lot.” 

(2)  The  sample  for  analysis  shall  con¬ 
sist  of  a  composite  of  12  subsamples  (con¬ 
sumer  units),  taken  one  from  each  of 
12  different  randomly  chosen  shipping 
cases,  to  be  representative  of  a  lot, 

(3)  Composites  shall  be  analyzed  for 
fat  and  saturated  fatty  acids  by  the 
methods  of  the  AsscKiation  of  Official 
Analytical  Chemists  (AO  AC).  ’The 
methods  for  fat,  fatty  su:ids,  and  cho¬ 
lesterol  will  be  those  of  the  Association 
of  Official  Analytical  Chemists  (AO AC), 
or  other  reliable  and  appropriate 
methods.  Alternative  methods  of  analysis 
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may  be  submitted  to  the  Food  and  Drug 
Administration  to  determine  their  ac¬ 
ceptability.  The  determination  of  cis.  cis- 
methylene- interrupted  pcdyunsaturated 
fatty  acids  will  be  the  Canadian  Pood  and 
Drug  Directorate  Method  PA-59  ‘  for 
cis-methylene-interrupted  fatty  acid. 

(4)  A  food  with  a  label  declaration  of 
cholesterol  content  shall  be  deemed  to  be 
misbranded  under  section  403(a)  of  the 
Act  if  the  content  of  the  composite  Is 
greater  than  20  percent  in  excess  of  the 
value  for  the  cholestercd  content  declared 
on  the  label. 

(5)  A  food  with  a  label  declaration  of 
fat  content  shall  be  deemed  to  be  mis¬ 
branded  imder  section  403(a)  of  the  Act 
if  the  content  of  the  composite  is  greater 
than  20  percent  in  excess  of  the  value  for 
the  fat  content  declared  on  the  label. 

(6)  A  food  with  a  labti  declaration  of 
fatty  acid  content  shall  be  deemed  to  be 
misbranded  under  section  403(a)  of  the 
Act  if  the  content  of  the  composite  Is 
greater  than  20  percent  in  excess  of  the 
value,  or  less  than  80  percent  of  the 
value,  for  the  fatty  acid  content  declared 
on  the  label. 

(h)  Label  statements  made  in  accord¬ 
ance  with  paragraphs  (c) ,  (d) .  or  (e)  of 
this  section  shall  comply  with  the  re¬ 
quirements  of  §  1.8d,  but  in  no  case  may 
it  be  printed  in  larger  than  the  minimum 
size  type  required  for  the  declaration  of 
net  quantity  of  contents  by  S  1.8b. 

(i)  No  label  or  labeling  nmy  contain  a 
claim  indicating,  suggesting,  or  implying 
that  the  product  will  prevent,  mitigate, 
or  cure  heart  or  artery  disease  or  any  at¬ 
tendant  condition. 

(j)  Any  label  or  labeling  containing 
a  statement  on  cholesterol  and  fatty  acid 
content  not  in  conformity  with  this  sec¬ 
tion  shall  be  deemed  to  be  misbranded 
under  sections  201  (n)  and  403(a)  of  the 
Act. 

§  3.41  [Revoked] 

2.  In  Part  3  existing  §  3.41  is  hereby 
revoked. 

Effective  date.  All  labeling  ordered 
after  December  31,  1973,  and  all  labeling 
used  for  products  shipped  in  interstate 
commerce  after  December  31, 1974,  shall 
comply  with  this  regulation. 

(Secs.  301,  403,  701(a),  53  Stat.  1047-1048, 
as  amended,  1055;  31  U.S.C.  331,  343,  371(a) ) 

Dated;  January  12, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 


*  Copies  of  the  method  may  be  obtained 
by  writing  to  Division  of  Nutrition  BP-134. 
Bureau  of  Foods,  Food  and  Drug  Administra¬ 
tion,  300  C  Street  SW.,  Washington,  DC  30304. 


Note:  Incorporation  by  reference  pro¬ 
visions  ai^roved  by  the  Director  of  the 
Federal  Register,  January  15,  1973. 

(FR  Doc.73-9e9  Filed  l-18-73;8:46  am] 


PART  3~STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

Label  Designation  of  Ingredients  for 
Standardized  Foods 

A  statement  of  policy,  9  3.88  Label 
designation  of  ingredients  for  standard¬ 
ized  foods,  was  published  in  the  Federal 
Register  of  March  10, 1972  (37  FR  5120). 
On  the  basis  of  questions  raised  regard¬ 
ing  the  exemption  granted  by  9  3.88(d) , 
the  Commissioner  of  Food  and  Drugs 
has  concluded  that  the  exemption  should 
be  clarified  so  that  the  intent  of  the  reg¬ 
ulation.  to  provide  more  informative  la¬ 
beling  for  the  consumer,  can  be  achieved 
with  a  minimum  of  confusion  and  mls- 
imderstanding. 

In  many  food  standards  the  name  of 
the  principal  mandatory  ingredient  ap¬ 
pears  in  the  name  of  the  food,  e.g., 
peaches.  Where  the  standard  also  pro¬ 
vides  an  option  to  the  variety  and  form 
of  the  unit,  e.g.,  yellow  clingstone,  yellow 
freestone — unpeeled  whole,  peeled  slices, 
a  statement  designating  the  optional  va¬ 
riety  and  optional  form  of  the  unit  used 
is  required  to  appear  in  close  proximity 
to  the  name  of  the  food,  e.g.,  whole  yellow 
cling  peaches,  sliced  yellow  freestone 
peaches.  It  was  not  the  intention  of  the 
Commissioner  in  promulgating  9  3.88(d) 
to  change  the  requirement  that  state¬ 
ments  that  significantly  qualify  or  ex¬ 
plain  the  name  of  the  principal  manda¬ 
tory  ingredient  should  appear  promi¬ 
nently  and  conspicuously  in  close  prox¬ 
imity  to  the  name  of  the  food. 

In  addition,  where  certain  optional  in¬ 
gredients  are  used,  such  as  the  packing 
media  of  canned  fruits  and  canned  tima, 
smoke  fiavoring  in  the  case  of  cheese, 
or  hot  dried  red  peppers  in  the  case  of 
canned  com,  statements  informing  con¬ 
sumers  of  such  use  should  continue  to  be 
placed  conspicuously  on  the  principal  dis¬ 
play  panel  to  facilitate  the  consumer’s 
choice  between  the  same  food  containing 
or  not  containing  such  ingredients. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (sec.  701(a),  52  Stat.  1055;  21  U.S.C. 
371(a))  Sind  imder  authority  delegated 
to  the  Commissioner  of  Food  and  Drugs 
(21  CFR  2.120),  9  3.88  is  revised  to  read 
as  follows: 

§  3.88  Label  de«ignation  of  ingredients 
for  standardise  foods. 

(a)  There  is  significant  consumer  in¬ 
terest  that  the  labels  of  standardized 


foods  bear  complete  information  of  the 
ingredients  contained  in  the  food.  In  the 
absence  of  legal  authority  to  require  that 
the  label  bear  such  information,  the  Food 
and  Drug  Administration  encourages  all 
manufacturers,  packers,  and  distributors 
to  volimtarily  make  such  disclosure. 

(b)  The  Food  and  Drug  Administra¬ 
tion  intends  to  amend  the  definitions  and 
standards  of  identity  of  food  by  setting 
into  motion  as  rapidly  as  possible  the 
provisions  of  section  401  of  the  act  to 
require  label  declaration  of  all  optional 
ingredients  with  the  exception  of  op¬ 
tional  spices,  fiavorings,  and  colorings 
which  may  continue  to  be  designated  as 
such  without  specific  ingredient  declara¬ 
tion. 

(c)  Statutory  authority  does  not  exist 
to  require  the  declaration  of  mandatory 
ingredients  on  the  label  of  standardized 
foods. 

(d)  The  requirement  (set  forth  in  some 
of  the  definitions  and  standards  of  iden¬ 
tity  for  food)  that  designated  optional 
ingredients  such  as  spices,  fiavorings, 
colorings,  emulsifiers,  fiavor  enhancers, 
stabilizers,  preservatives,  and  sweeteners 
be  declared  in  a  specified  manner  on  the 
label  wherever  the  name  of  the  standard¬ 
ized  food  appears  on  the  label  so  con¬ 
spicuously  as  to  be  easily  seen  under  cus¬ 
tomary  conditions  of  purchase  shall  not 
apply  to  any  manufacturer,  packer,  or 
distributor  of  a  standardized  food  who 
voluntarily  labels  such  food  in  the  man¬ 
ner  indicated  by  section  403(1)  of  the  act 
(21  U.S.C.  343(1)),  and  the  regulations 
promulgated  thereunder,  and  who  other¬ 
wise  complies  with  such  definition  and 
standard.  Words  and  statements  that 
significantly  differentiate  between  sev¬ 
eral  foods  complying  with  the  same 
standard  by  describing  the  optional 
forms  or  varieties,  the  packing  medium, 
and  significant  characterizing  ingredi¬ 
ents  present  in  the  food,  shall  continue 
to  be  declared  in  the  manner  as  required 
by  the  particular  standard. 

Since  this  amendment  is  for  the  pur¬ 
pose  of  clarifying  an  already  existing 
regulation  notice  and  public  procedure 
are  not  necessary  prerequisites  to  the 
promulgation  of  this  order. 

Effective  date.  This  order  shall  be  ef¬ 
fective  on  January  19, 1973. 

(Sec.  701(a);  53  Stat.  1055;  31  UB.C.  371(a)) 

Dated:  January  12.  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-990  Filed  1-18-73:8:45  am] 


FEDERAL  REGISTER,  VOL.  38,  NO.  13 — FRIDAY,  JANUARY  19,  1973 


2138 


PROPOSED  RULE  MAKING 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 
[  21  CFR  Part  1  1 
IMITATION  FOODS 

Application  of  Term  “Imitation" 

Section  403(c)  of  the  Federal  Pood. 
Drug,  and  Cosmetic  Act  provides  that  a 
food  shall  be  deemed  to  be  misbranded 
“If  it  is  an  imitation  of  another  food, 
unless  its  label  bears,  in  type  of  uniform 
size  and  prominence,  the  word  ‘imitation’ 
and,  immediately  ttiereafter,  the  name 
of  the  food  imitated.” 

When  section  403 (c>  of  the  act  was 
adopted  in  1938,  Congress  was  seeking  to 
protect  the  consumer  from  uninformed 
purchase  of  an  inferior  substitute  prod¬ 
uct,  which  could  be  mistaken  for  a  tradi¬ 
tional  food  product. 

The  courts  have  long  recognized  that 
the  term  “imitation”  suggests  an  inferior 
product.  In  62  Cases  *  *  *  Jam  v.  United 
States,  340  U.S.  593,  600  (1951),  the  U.S. 
Supreme  Court  observed  that  the  term 
“imitation”  as  applied  to  jam  connotes 
“a  different,  an  inferior  preserve  •  * 

In  United  States  v.  651  Cases  *  *  *  Choc¬ 
olate  Chil-Zert,  114  F.  Supp.  430,  432 
(NJJ.N.Y.  1953),  the  court  stated  “LTlhe 
w'ord  [imitation]  connotes  inferiority 
•  •  *  in  the  sense  that  it  is  cheapened  by 
the  substitution  of  ingredients.” 

Vast  strides  in  food  technology  have 
taken  place  since  section  403(c)  of  the 
act  was  enacted,  and  there  are  now  on 
the  market  many  new  wholesome  and  nu¬ 
tritious  food  products,  some  of  which  re¬ 
semble  and  are  substitutes  for  other, 
traditional  foods.  Significantly,  it  is  no 
longer  the  case  that  such  products  are 
necessarily  inferior  to  the  traditional 
foods  for  which  they  may  be  substituted. 

There  has  been  some  uncertainty  as  to 
the  proper  scope  of  the  term  “imitation” 
in  this  modem  context.  The  term  clearly 
fails  to  inform  the  public  of  the  actual 
characteristics  and  properties  of  a  new 
food  product.  In  its  “Report  to  the  Presi¬ 
dent,”  the  White  House  Conference  on 
Food,  Nutrition,  and  Health  held  in  No¬ 
vember  and  December  1969  recommended 
that  “[olversimplifled  and  inaccurate 
terms  as  ‘imitation’  should  be  abandoned 
as  uninformative  to  the  public.” 

To  apply  automatically  the  term  “imi¬ 
tation”  to  new'  substitute  food  products 
which  are  not  nutritionally  inferior 
would  be  a  disservice  to  consumers  and 
would  be  contrary  to  the  common  under¬ 
standing  that  the  word  “imitation”  con¬ 
notes  inferiority.  Section  403(c)  of  the 
act  would  then  present  a  serious  obstacle 
to  the  development  and  marketing  of 
modified  products  with  improved  nutri¬ 
tional  content.  Indeed,  because  of  the 
traditional  connotation  of  inferiority,  ap¬ 
plication  of  the  term  “imitation”  to  a 
substitute  food  product  which  is  not  in¬ 
ferior  could  be  misleading  to  the  con¬ 
sumer,  in  violation  of  section  403(a)  of 
the  act. 


Accordingly,  the  Commissioner  of  Food 
and  Drugs  has  concluded  that  it  is  in  the 
interest  of  consumers  and  consistent  wdth 
the  general  intent  of  Congress  to  restrict 
required  application  of  the  term  “imita¬ 
tion”  to  a  substitute  food  which  is  nutri¬ 
tionally  inferior  to  the  food  for  which  it 
is  a  substitute. 

The  consumer,  however,  must  be  pro¬ 
tected  from  unwitting  purchase  of  a 
product  which  is  different,  although  not 
inferior,  from  what  he  may  reasonably 
expect.  The  Commissioner  concurs  with 
the  further  recommendation  of  the 
White  House  Conference  that  the  “name 
of  a  food  should  accurately  describe,  in 
as  simple  and  direct  terms  as  possible, 
the  basic  nature  of  the  food  or  its  char¬ 
acterizing  properties  or  ingredients.”  Ac¬ 
cordingly,  in  order  to  avoid  “imitation” 
status,  a  substitute  food  product  which 
is  not  nutritionally  inferior  must  also 
bear  a  label  which  clearly  states  the  com¬ 
mon  or  usual  name  of  the  product  and 
which  is  not  false  or  misleading. 

The  Conunissioner  has  paid  particular 
attention  to  the  definition  of  “nutri¬ 
tional  inferiority”.  Section  1.17,  nutrition 
labeling,  which  is  published  in  this  issue 
of  the  Federal  Register  provides  that 
a  difference  of  less  than  10  percent  of 
the  U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  of  any  vitamin,  mineral,  or 
protein  is  not  properly  regarded  as  sig¬ 
nificant.  Accordingly,  nutritional  inferi¬ 
ority  is  defined  as  a  reduction  in  the 
content  of  an  essential  vitamin  or  min¬ 
eral  or  of  protein  that  amounts  to  10 
percent  or  more  of  the  U.S.  RDA.  Any 
lesser  difference  is  regarded  as  nutri¬ 
tional  equivalence,  even  though  small 
differences  may  exist. 

The  Commissioner  has  also  concluded 
that,  since  a  reduction  in  fat  content  or 
caloric  content  may  well  be  desirable, 
such  a  reduction  should  not  be  regarded 
as  nutritional  inferiority  as  long  as  the 
product  is  labeled  pursuant  to  the  pro¬ 
visions  of  §  1.17,  and  tuiy  labeling  with 
respect  to  a  reduction  in  caloric  content 
complies  with  the  regulations  applicable 
to  caloric  content  in  Part  125.  ’The  proper 
declaration  of  a  reduction  in  caloric 
content  was  included  as  part  of  the  re¬ 
vision  of  Part  125  and  the  resulting  1968- 
1970  Special  Dietary  Pood  Hearings.  ’The 
Commissioner  anticipates  that  a  tenta¬ 
tive  order  on  that  aspect  of  the  hearings 
will  be  Issued  in  the  near  future.  When 
effective,  those  regulations  will  be  appro¬ 
priately  referenced  in  this  regulation. 

Finally,  the  Conunissioner  recognizes 
that  it  is  impossible  to  set  out  in  general 
language  in  any  regulation  the  precise 
parameters  of  nutritional  Inferiority.  Ac¬ 
cordingly,  it  must  be  recognized  that  the 
criteria  for  nutritional  inferiority  pro¬ 
posed  in  this  regulation  are  not  all- 
inclusive,  and  that  the  Commissioner 
reserves  the  right  to  make  a  determina¬ 
tion  of  nutritional  inferiority  on  an  ad 
hoc  basis,  depending  upon  the  facts  of 
the  specific  situation.  Any  such  determi¬ 
nation  falling  outside  the  general  pro¬ 
posed  criteria  in  this  regulation  will  be 
made  in  writing  and  sent  to  the  manu¬ 
facturer  or  distributor  of  the  food,  and 
an  opportunity  will  be  given  for  changes 


in  the  labeling  and/or  formulation  before 
regulatory  action  is  undertaken. 

The  Commissioner  has  considered 
whether  there  may  be  basis  for  imita¬ 
tion  labeling  other  than  nutritional  in¬ 
feriority.  In  reviewing  this  matter,  it 
appears  that  nutritional  inferiority  is 
the  only  type  of  inferiority  that  is  quan¬ 
tifiable  on  an  objective  basis.  All  other 
potential  aspects  of  inferiority  involve 
essentially  subjective  judgment  which 
may  vary  from  person  to  person.  Some 
Individuals  may  prefer  a  new  food  to  a 
traditional  food,  whereas  others  may 
prefer  the  traditional  food.  The  Com¬ 
missioner  has  concluded  that  it  is  not 
the  function  of  the  Food  and  Drug  Ad¬ 
ministration  to  attempt  to  arbitrate  be¬ 
tween  the  likes  and  dislikes  of  different 
individuals  or  between  the  different  eco¬ 
nomic  considerations  that  motivate 
different  producers  of  agricultural  com¬ 
modities  or  different  manufacturers  and 
distributors  of  foods.  The  function  of  the 
Food  and  Drug  Administration  is  solely 
to  assure  the  safety  of  all  foods  and  to 
prevent  misleading  labeling.  This  new 
regulation,  which  cross-references  the 
proposal  previously  published  in  the  Fed¬ 
eral  Register  of  June  22,  1972  (37  FR 
12327)  requiring  the  establishment  and 
use  of  truthful  and  accurate  descriptive 
names  for  all  food,  will  make  certain 
that  no  food  is  labeled  in  a  false  or  mis¬ 
leading  way  and  thus  fully  implements 
the  mandate  given  by  Congress. 

Therefore,  pursuant  to  the  provisions 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  403,  701(a),  52  Stat.  1047-48 
as  amended,  1055;  21  U.S.C.  343,  371(a) ) 
and  under  authority  delegated  to  him 
(21  CFR  2.120),  the  Commissioner  pro¬ 
poses  to  amend  Part  1  in  §  1.8  by  adding 
the  following  new  paragraph: 

§  1.8  Food  in  package  form,  labeling; 

identity. 

•  *  •  *  • 

(e)  Under  the  provisions  of  section 
403(c)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  a  food  shall  be  deemed  to 
be  misbranded  if  it  is  an  imitation  of 
another  fexxi  unless  its  label  bears,  in 
type  of  uniform  size  and  prominence, 
the  word  “imitation”  and,  immedi¬ 
ately  there^ter,  the  name  of  the  food 
imitated. 

(1)  A  food  shall  be  deemed  to  be  an 
imitation  and  consequently  subject  to  the 
requirements  of  section  403(c)  of  the 
act  if  it  is  a  substitute  for  and  resembles 
another  f(x>d  but  is  nutritionally  inferior 
to  the  f(x>d  imitated. 

(2)  A  food  that  is  a  substitute  for  and 
resembles  another  food  shall  not  be 
deemed  to  be  an  imitation  provided  it 
meets  each  of  the  following  require¬ 
ments: 

(i)  It  is  not  nutritionally  inferior  to 
the  food  for  which  it  substitutes  and 
which  it  resembles. 

(ii)  Its  label  bears  a  common  or  usual 
name  that  complies  with  the  provisions 
of  S  102.1(a)  of  this  chapter  and  that  is 
not  false  or  misleading. 

(3)  ’The  label  of  a  food  that  is  a  sub¬ 
stitute  for  and  resembles  another  food 
shall  bear  a  common  or  usual  name  or 
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an  appropriately  descriptive  term  in  ad¬ 
dition  to  any  fanciful  name.  Petitions  to 
establish  a  common  or  usual  name  shall 
be  submitted  in  accordance  with  the  pro¬ 
visions  of  §  102.1(c)  of  this  chapter. 

(4)  Nutritional  inferiority  includes  a 
reduction  in  the  content  of  an  essential 
vitamin  or  mineral  or  of  protein  that 
amounts  to  10  percent  or  more  of  the 
U.S.  Recommended  Daily  Allowance  es¬ 
tablished  under  §  1.17(c)  (7)  (iv),  but 
does  not  include  a  reduction  in  the 
caloric  or  fat  content  provided  the  food 
is  labeled  pursuant  to  the  provisions  of 
§  1.17,  and  provided  that  the  labeling 
with  respect  to  any  reduction  in  caloric 
content  complies  with  the  provisions  ap¬ 
plicable  to  caloric  content  in  Part  125 
of  this  chapter.  If  the  Commissioner  con¬ 
cludes  that  a  food  falls  within  this  para¬ 
graph  in  that  it  is  a  substitute  for  and 
resembles  another  food  but  is  nutrition¬ 
ally  inferior  to  the  food  imitated,  for 
reasons  other  than  those  set  out  in  this 
subparagraph,  he  shall  so  inform  the 
manufacturer  or  distributor  in  writing  of 
his  conclusions  and  shall  offer  a  reason¬ 
able  time  period  within  which  labeling 
and/or  formulation  changes  may  be 
made  prior  to  the  institution  of  regula¬ 
tory  action. 

(5)  The  provisions  of  this  paragraph 
do  not  affect  the  required  declarations 
of  Identity  under  definitions  and  stand¬ 
ards  of  identity  for  foods  promulgated 
piusuant  to  section  401  of  the  act. 

Interested  persons  may,  on  or  before 
March  20,  1973,  file  with  the  Hearing 
Clerk,  Department  of  Health,  Education, 
and  Welfare,  Room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  com¬ 
ments  (preferably  in  qulntuplicate)  re¬ 
garding  this  proposal.  Comments  may  be 
accompanied  by  a  memorandum  or  brief 
in  support  thereof.  Received  comments 
may  be  seen  in  the  above  ofiSce  during 
working  hours,  Monday  through  Friday. 

Dated:  January  12,  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

|FR  Doc.73-991  Piled  l-18-73;8:46  am] 


[  21  CFR  Part  1  ] 

FLAVOR,  SPICES,  AND  FOOD 
CONTAINING  ADDED  FLAVOR 

Proposed  Labeling 

Section  403(1)  (2)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  authorizes  the 
declaration  of  “spices,”  “flavorings,”  and 
“colorings”  when  these  are  used  as  food 
ingredients,  except  in  the  case  of  foods 
sold  as  spices,  flavoring,  or  colorings. 

There  is  some  confusion  as  to  the  pre¬ 
cise  classification  of  certain  substances 
as  spices  and  flavorings.  Artificial  flavor 
is  defined  by  §  1.12(a)(1)  (21  CFR  1.12 
(a)(1)),  but  definitions  for  spices  and 
natural  flavors  have  not  been  established 
by  regulation.  Advisory  standards  were 
issued  in  1918  as  Food  Inspection  De¬ 
cision  (FTD)  172,  covering  the  collective 
term  spices,  and  a  number  of  specific 
foods  were  classified  as  spices.  Since 


that  time,  this  FID  and  its  subsequent 
revisions  have  been  used  within  the 
agency  as  guides  for  rendering  decisions 
concerning  the  classification  of  selected 
substances  as  spices. 

Some  confusion  also  exists  concerning 
the  classification  of  certain  newer 
flavors,  because  certain  of  their  constit¬ 
uent  parts  are  foods  F>er  se  or  are  regu¬ 
lated  chemicals.  Diverse  opinions  have 
been  offered  over  the  years  concerning 
labeling  requirements  of  new  flavors, 
causing  uncertainty  in  the  food  industry. 

There  are  at  present  also  no  regula¬ 
tions  establishing  a  consistent  pattern 
either  for  labeling  bulk  flavors  shipped 
to  a  food  manufacturer  for  use  in  mak¬ 
ing  a  finished  food,  or  for  designating 
the  type  of  flavor  on  the  label  of  the 
finished  food. 

The  Food  and  Drug  Administration  is 
aware  that  the  composition  of  a  proprie¬ 
tary  flavor  compound  marketed  by  a 
flavor  manufacturer  to  a  food  manufac¬ 
turer  is  a  valuable  trade  secret.  At  the 
same  time,  the  food  manufacturer  and 
the  public  require  assurance  that  the 
ingredients  used  in  such  compoimds 
meet  the  safety  requirements  of  the  law. 
Accordingly,  it  is  proposed  that,  in  lieu 
of  declaring  each  separate  ingredient  on 
such  compounds,  a  statement  will  suf¬ 
fice  that  each  ingredient  is  contained 
in  one  of  the  three  Food  and  Drug  Ad¬ 
ministration  flavor  regulations.  §  121.101, 
§  121.1163,  or  §  121.1164  (21  CFR  121.101, 
121.1163,  or  121.1164) ;  it  is  also  proposed 
that  any  ingredient  not  contained  in  one 
of  those  regulations  shall  be  listed  sep¬ 
arately  on  the  label. 

Recent  legal  actions  demonstrate  that 
incorrect  labeling  is  often  used  and  that 
a  uniform  labeling  policy  for  flavor 
designation  should  be  established.  The 
Food  and  Drug  Administration  adopted, 
in  the  ice  cream  standard,  §  20.1  (21 
CFR  20.1),  a  labeling  pattern  for  flavor 
that  has  been  proven  to  be  very  clear 
and  informative  to  consiuners.  It  is 
therefore  proposed  that  this  pattern, 
with  appropriate  modification,  be  ex¬ 
tended  to  all  foods. 

When  a  flavor  or  spice  is  used  as  an 
ingredient  in  fabricated  foods,  the  flavor 
or  spice  Is  covered  by  the  labeling  ex¬ 
emptions  in  section  403(i)  (2)  of  the  act 
and  may  be  designated  as  “spices,”  “fla¬ 
vorings,”  or  “artificial  flavorings.”  There 
is  uncertainty,  however,  as  to  the  extent 
the  other  components  of  these  manufac¬ 
tured  flavors  or  seasonings,  e.g.,  carriers, 
preservatives,  emulsifiers,  and  enhanc¬ 
ers,  are  exempt  from  specific  ingredient 
declaration  in  the  finished  food. 

Historically,  the  Food  and  Drug  Ad¬ 
ministration  has  handled  problems  re¬ 
lated  to  labeling  of  ingredients  contained 
in  flavors  on  a  case-by-case  basis.  Spe¬ 
cific  inquiries  from  manufacturers  and 
other  interested  individuals  concerning 
the  label  declaration  of  certain  non¬ 
flavors  as  ingredients  in  processed  foods 
have  resulted  in  the  issuance  of  the  fol¬ 
lowing  advisory  opinions : 

1.  Anticaking  agents  need  not  be  de¬ 
clared,  provided  the  levels  used  are  so 
low  that  they  have  no  functional  effect 
in  the  food  itself. 


2.  Preservatives  need  not  be  declared 
if  they  are  not  intended  to,  and  do  not 
in  fact,  have  any  preservative  effect  on 
the  finished  food. 

3.  Ingredients  ordinarily  used  as  ve¬ 
hicles  or  emulsifiers  need  not  be  declared, 
but  unusual  solvents  or  vehicles  must  be 
declared. 

4.  Emulsifiers  need  not  be  declared  on 
the  label  of  the  finished  food  if  they  do 
not  function  as  such  in  the  finished  food. 

5.  It  is  necessary  to  declare  the  base 
used,  such  as  sugar,  dextrose,  or  salt. 

The  inclusion  of  most  nonflavor  com¬ 
ponents  of  flavor  ingredients  on  the  la¬ 
bel  of  the  finished  food  product  would 
be  impractical  and  even  misleading  to 
the  ultimate  consumer,  and  it  is  there¬ 
fore  proposed  that  such  label  declara¬ 
tion  not  be  required  where  the  nonflavor 
component(s)  has  no  fimction  in  the 
finished  food. 

In  order  to  clarify  the  policy  of  the 
Food  and  Drug  Administration  on  these 
issues,  the  Commissioner  of  Food  and 
Drugs  proposes  to  issue  regulations 
which:  (1)  Accurately  define  materials 
which  may  be  considered  flavors  and 
spices:  (2)  describe  specific  conditions 
under  which  nonflavor  ingredients  of 
manufactured  flavors  are  and  are  not 
exempt  from  the  requirement  of  specific 
label  declaration  in  finished  food;  (3) 
list  those  substances  which  are  consid¬ 
ered  foods  regardless  of  conditions  of 
use  and  therefore  require  a  declaration 
on  the  label  of  the  finished  food;  (4) 
establish  specific  conditions  under  which 
bulk  flavors  are  and  are  not  exempt  from 
the  requirement  of  specific  ingredient  la¬ 
beling:  (5)  establish  a  uniform  pattern 
for  label  declaration  of  flavoring  in  fin¬ 
ished  food;  and  (6)  consolidate  in  one 
regulation  provisions  relating  to  flavor 
labeling  contained  in  statements  of  pol¬ 
icy  (21  CFR  3.10,  3.23(b).  and  3.201). 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  403,  701(a) .  52  Stat.  1047, 1055; 
21  U.S.C.  343,  371(a))  and  under  au¬ 
thority  delegated  to  him  (21  CFR  2.120) , 
the  Commissioner  of  Food  and  Drugs 
proposes  to  revoke  S§3.10,  3.23(b),  and 
3.201  (21  CFR  3.10,  3.23(b).  and  3.201), 
and  to  amend  §  1.12  (21  CFR  1.12)  by  re¬ 
vising  the  section  title,  by  revising  para¬ 
graph  (a)(1),  by  red^gnating  existing 
paragraphs  (a)  (2)  and  (a)  (3)  as  new 
paragraphs  (a)  (4)  and  (a)  (5) ,  by  adding 
new  paragraphs  (a)  (2)  and  (a)  (3).  and 
by  adding  new  paragraphs  (g),  (h),  and 
(i),  as  follows: 

§1.12  Food;  labeling;  flavoring,  spices, 
or  coloring,  chemical  preservatives. 

(a)  (1)  The  term  “artificial  flavor”  or 
“artificial  flavoring”  means  any  sub¬ 
stance,  the  fimction  of  which  is  to  im¬ 
part  flavor,  which  is  not  derived  from  a 
spice,  fruit  or  fruit  juice,  vegetable  or 
vegetable  juice,  edible  yeast,  herb,  bark, 
bud,  root,  leaf,  or  similar  plant  material, 
meat,  fish,  or  poultry.  Artificial  flavor 
includes  the  substances  listed  in  §§  121. 
101(g)  and  121.1164(b)  of  this  chapter. 

(2)  The  term  “spice”  means  any  aro¬ 
matic  vegetable  substance  in  the  whole, 
broken,  or  ground  form;  whose  signifl- 
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cant  function  in  food  is  seasoning  rather 
than  nutritional;  that  is  true  to  name; 
and  from  which  no  portion  of  any  vola¬ 
tile  oil  or  other  flavoring  principle  has 
been  removed.  Spices  include  the  spices 
listed  in  i  121.101(e)  of  this  chapter,  such 
as  the  following: 

Allspice. 

Anise. 

BasU. 

Bay  leaves. 

Caraway  seed. 

Cardamon. 

Celery  seed. 

Chervil. 

Cinnamon. 

Cloves. 

Coriander. 

Cumin  seed. 

Dill  seed 
Fennel  seed. 

Fen\igreek. 

Ginger. 

Horseradish. 

Mace. 

Paprika,  turmeric,  and  saffron  are  also 
colors  which,  under  §  1.10(c),  shall  be 
declared  as  “spice  and  coloring,”  unless 
declared  by  their  common  or  usual  name. 

(3)  The  term  “natural  flavor”  or  “nat¬ 
ural  flavoring”  means  the  essential  oil, 
oleoresin,  essence  or  extractive,  hydrol¬ 
ysate,  distillate,  or  other  reaction  prod¬ 
uct,  each  of  which  contains  the  vital 
flavoring  constituents  derived  freon  a 
spice,  fruit  or  fruit  juice,  vegetable  or 
vegetable  juice,  edible  yeast,  herb,  bark, 
bud,  root,  leaf  or  similar  plant  material, 
meat,  fish,  or  poultry,  whose  significant 
function  in  food  is  flavoring  rather  than 
nutritional.  Natural  flavors  include  the 
natural  extractives  obtained  from  plants 
listed  in  §  121.101(e)  and  the  substances 
listed  in  §  121.1163  of  this  chapter. 

(4)  The  term  “artificial  color”  or  “ar¬ 
tificial  coloring”  means  a  coloring  con¬ 
taining  any  dj’e  or  pigment,  which  dye  or 
pigment  was  manufactured  by  a  process 
of  synthesis  or  other  similar  artifice,  or 
a  coloring  which  was  manufactured  by 
extracting  a  natural  dye  or  natural 
pigment  from  a  plant  or  other  material 
in  which  such  dye  or  pigment  wais  nat- 
uraUy  produced. 

(5)  The  term  “chemical  preservative” 
means  any  chemical  that,  when  added  to 
food,  tends  to  prevent  or  retard  deteri¬ 
oration  thereof,  but  does  not  include 
common  salt,  sugars,  vinegars,  spices,  or 
oils  extracted  from  spices,  substances 
added  to  food  by  direct  exposure  thereof 
to  wood  smoke,  or  chemicals  applied  for 
their  insecticidal  or  herbicidal  properties. 

•  •  *  «  « 

(g)  A  flavor  shall  be  labeled  in  the 
following  way  when  shipped  to  a  food 
manufacturer  or  processor  (but  not  a 
consumer)  for  use  in  a  food  that  will 
subsequently  be  sold  at  retail. 

(1)  If  the  flavor  consists  of  one  in¬ 
gredient,  it  shall  be  declared  by  its  com¬ 
mon  or  usual  name. 

(2)  If  the  flavor  consists  of  two  or 
more  ingredients,  the  label  either  may 
declare  each  ingredient  by  its  common 
or  usual  name  or  may  state  “All  flavor 
ingredients  contained  in  this  product 
are  listed  in  §|  121.101,  121.1163,  or 
§  121.1164  of  the  Food  and  Drug  Ad- 
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ministration  Regulations”  of  this  chap¬ 
ter  in  lieu  of  declaring  each  such  in¬ 
gredient.  Any  flavor  ingredient  not  con¬ 
tained  in  one  of  these  regulations,  and 
any  nonflavor  ingredient,  shall  be  sep¬ 
arately  listed  on  the  label. 

(3)  If  the  flavor  is.  or  bears  or  con¬ 
tains,  any  flavor  subject  to  Part  22  of 
this  chapter,  it  shall  be  so  labeled. 

(4)  In  cases  where  the  flavor  con¬ 
tains  solely  natural  flavor(s),  the  flavor 
shall  be  so  labeled.  In  cases  where  the 
flavor  contains  both  a  natural  character¬ 
izing  flavor  and  an  artificial  flavor  simu¬ 
lating  it  and  the  natural  flavor  pre¬ 
dominates.  the  flavor  shall  be  so  labeled. 
In  cases  where  the  flavor  contains  solely 
artificial  flavor(s)  or  in  cases  where  the 
flavor  contains  both  a  natural  character¬ 
izing  flavor  and  an  artificial  flavor  simu¬ 
lating  it  and  the  artificial  flavor  pre¬ 
dominates,  the  flavor  shall  be  so  labeled. 

(h)  The  label  of  a  food  to  which  flrvor 
is  added  shall  declare  the  flavor  in  the 
statement  of  ingredients  in  the  follow¬ 
ing  way: 

( 1 )  Spice,  natural  flavor,  and  artificial 
flavor  may  be  declared  as  “spice,”  “nat¬ 
ural  flavor,”  or  “artificial  flavor,”  or  any 
combination  thereof,  as  the  case  may  be. 

(2)  A  substance  which  is  not  spice 
or  flavor,  but  which  is  used  in  the  manu¬ 
facture  of  spice  or  flavor  for  a  functional 
purpose,  e.g.,  a  carrier,  emulsifier,  pre¬ 
servative,  enhancer,  or  potentiator,  is  an 
incidentail  additive  and  exempt  from  the 
requirement  of  label  declaration  if  each 
of  the  following  criteria  is  met: 

(i)  It  is  present  in  the  flavor  in  a 
quantity  not  exceeding  the  amount  nec¬ 
essary  to  produce  the  intended  effect. 

(ii)  It  is  present  in  only  trace  quan¬ 
tities  in  the  finished  food. 

(iii)  It  has  no  significant  nutritive  ef¬ 
fect  in  the  finished  food. 

(iv)  It  has  no  fimctional  effect  in  the 
finished  food. 

(V)  It  is  not  specifically  required  to 
be  declared  by  other  regulations. 

(vi)  It  is  not  a  food  additive  as  defined 
in  section  201  (s)  of  the  act;  or  if  it  is  a 
food  additive  as  so  defined,  it  is  used  in 
conformity  with  regulations  established 
pursuant  to  section  409  of  the  act. 

(3)  Substances  obtained  by  cutting, 
grinding,  drying,  pulping,  or  similar 
processing  of  tissues  derived  from  fruit, 
vegetable,  meat,  fish,  or  poultry,  e.g., 
powdered  or  granulated  onions,  garlic 
powder,  and  celery  powder,  are  com¬ 
monly  understood  by  consiuners  to  be 
food  rather  than  flavor  and  shall  be  de¬ 
clared  by  their  common  or  usual  name. 

(4)  Any  salt  (sodium  chloride)  used 
as  an  ingredient  in  flavor  shall  be  de¬ 
clared  by  its  common  or  usual  name 
“salt”. 

(5)  Any  monosodium  glutamate  used 
as  an  ingredient  in  flavor  shall  be  de¬ 
clared  by  its  common  or  usual  name 
“monosodiiun  glutamate”. 

(6)  Any  pyroligneous  acid  (artificial 
smoke  flavor)  used  as  an  ingredient  in 
flavor  or  in  a  food  shall  be  declared  by  a 
phrase  such  as  “pyroligneous  acid,  an 
artificial  flavor”,  “pyroligneous  acid,  an 
artificial  smoke  flavor”,  or  “artificially 
flavored  with  pyroligneous  acid”.  No 


Marjoram. 
Mustard  flour. 
Nutmeg. 
Oregano. 
Paprika. 
Parsley  leaves. 
Pepper,  black. 
Pepper,  white. 
Pepper,  red. 
Rosemary. 
Saffron. 

Sage. 

Savory. 

Star  aniseed. 
Tarragon. 
Thyme. 
Turmeric. 


representation  may  be  made,  either 
directly  or  implied,  that  a  food  flavored 
with  pyroligneous  acid  has  been  smoked 
or  has  a  true  smoked  flavor,  or  that  a 
seasoning  sauce  or  similar  product  con¬ 
taining  pyroligneous  acid  and  used  to 
season  or  flavor  other  foods  will  result  in 
a  smoked  product  or  one  having  a  true 
smoked  flavor. 

(i)  If  the  label,  labeling,  or  advertising 
of  a  food  makes  any  direct  or  indirect 
representations  with  respect  to  flavor, 
by  word,  vignette,  e.g.,  depiction  of  a 
fruit,  or  other  means,  or  if  for  any  other 
reason  the  manufacturer  or  distributor 
of  a  food  wishes  to  designate  the  type  of 
flavor  in  the  food  other  than  through  the 
statement  of  ingredients,  the  flavor  of  the 
product  shall  be  declared  in  the  follow¬ 
ing  way: 

(1)  If  the  food  contains  no  artificial 
flavor,  the  name  of  the  food  on  the  prin¬ 
cipal  ^splay  panel  or  panels  for  the  label 
shall  be  accompanied  by  the  common  or 
usual  name  of  the  characterizing  flavor, 
e.g.,  “vanilla”,  in  letters  not  less  than 
one-half  the  height  of  the  letters  used  in 
the  name  of  the  food,  except  that  if  the 
food  is  one  that  is  commonly  expected  to 
contain  a  characterizing  ingredient,  e.g., 
strawberries  in  “strawberry  shortcake”, 
and  the  food  contains  no  such  ingredient 
or  contains  natural  flavor  in  addition  to 
such  ingredient,  the  name  of  the  char¬ 
acterizing  flavor  shall  be  immediately 
followed  by  the  word  “flavored”  in  let¬ 
ters  not  less  than  one- half  the  height  of 
the  letters  in  the  name  of  the  charac¬ 
terizing  flavor, 

(2)  In  cases  where  the  food  contains 
both  a  natural  characterizing  flavor  and 
an  artificial  flavor  simulating  it  and  the 
natural  flavor  predominates,  the  name 
of  the  food  on  the  principal  display  panel 
or  panels  of  the  label  shall  be  accom¬ 
panied  by  the  common  or  usual  name  of 
the  characterizing  flavor,  in  letters  not 
less  than  one-half  of  the  height  of  the 
letters  used  in  the  name  of  the  food,  fol¬ 
lowed  by  the  word  “flavored”,  in  letters 
not  less  than  one-half  of  the  height  of 
the  letters  in  the  name  of  the  charac¬ 
terizing  flavor,  e.g.,  “vanilla  flavored”, 
“peach  flavored”,  or  “vanilla  flavored  and 
strawberry  flavored”. 

(3)  In  cases  where  an  artificial  flavor 
is  used  alone,  or  in  cases  where  the  food 
contains  both  a  natural  characterizing 
flavor  and  an  artificial  flavor  simulating 
it  and  the  artificial  flavor  predominates, 
the  name  of  the  food  on  the  principal  dis¬ 
play  panel  or  panels  of  the  label  shall  be 
accompanied  by  the  common  or  usual 
name  of  the  characterizing  flavor,  in  let¬ 
ters  not  less  than  one-half  of  the  height 
of  the  letters  used  in  the  name  of  the 
food,  preceded  by  the  word(s)  “artificial” 
or  “artificially  flavored”,  in  letters  not 
Jess  than  one-half  of  the  height  of  the 
letters  in  the  name  of  the  characterizing 
flavor,  e.g.,  "artificial  vanilla”,  or  “artifi¬ 
cially  flavored  strawberry”  or  “artificially 
flavored  vanilla  and  artificially  flavored 
strawberry”. 

(4 )  If  the  food  is  labeled  in  accordance 
with  paragraph  (i)  (2)  of  this  section  or 
if  it  contains  any  artificial  flavor  not 
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simulating  the  characterizing  flavor,  the 
label  shall  also  bear  the  words  "artiflcial 

flavor  added"  or  "artiflcial _ 

flavor  added"  or  “and  artiflcial 

_  flavor",  the  blank  being 

filled  with  the  common  or  usual  name 
of  the  flavor  simulated  by  the  artificial 
flavor  in  letters  of  the  same  size  and 
prominence  as  the  words  that  precede 
and  follow  it.  • 

(5)  Wherever  the  name  of  the  charac¬ 
terizing  flavor  appears  on  the  label 
(other  than  in  the  statement  of  ingredi¬ 
ents)  so  conspicuously  as  to  be  easily 
seen  under  cu^mary  conditions  of  pur¬ 
chase,  the  words  prescribed  by  this  para¬ 
graph  shall  immediately  and  conspicu- 
o'lsly  precede  or  follow  such  name, 
except; 

(1)  Where  the  characterizing  flavor 
and  a  trademark  or  brand  are  presented 
together,  other  written,  printed,  or 
graphic  matter  that  is  a  part  or  is  associ¬ 
ated  with  the  trademark  or  brand  may 
intervene  if  the  required  words  are  in 
such  relationship  with  the  trademark  or 
brand  as  to  be  clearly  related  to  the 
characterizing  flavor;  and 

(ii)  If  the  finished  product  cmitains 
more  than  me  flavor  subject  to  the  re¬ 
quirements  of  this  paragraph,  the  state¬ 
ments  required  by  this  paragraph  need 
appear  only  mce  in  each  statement  of 
characterizing  flavors  present  in  such 
food,  e.g.,  "vanilla  flavored,  or  chocolate 
and  strawberry  flavored,  artiflcial  flavors 
added". 

(6)  If  the  food  contains  both  a  nat¬ 
ural  characterizing  flavor  and  an  artifi¬ 
cial  flavor  simulating  the  characterizing 
flavor,  any  reference  to  the  natural  char- 
acterikng  flavor  shall,  except  as  other¬ 
wise  authorized  by  this  paragraph,  be 
accompanied  by  a  reference  to  the  arti¬ 
flcial  flavor,  displayed  with  substantially 
equal  prominence,  e.g.,  "strawberry  and 
artiflcial  strawberry  flavor”,  or  “straw¬ 
berry,  artiflcial  strawberry  flavor  added”. 

Interested  persons  may,  m  or  before 
March  20,  1973,  file  with  the  Hearing 
Clerk,  Department  of  Health,  Educatim, 
and  Welfare,  Room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  com¬ 
ments  (preferably  in  qulntuplicate)  re¬ 
garding  this  prcHMsal.  Comments  may  be 
accompanied  by  a  memorandum  or  brief 
in  support  thereof.  Comments  received 
will  be  available  for  public  inspection  at 
the  above  ofllce  during  regiilar  business 
hours,  Monday  through  Friday. 

Dated:  January  12,  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

|FR  Doc.73-99a  Plied  l-18-73;8:46  am] 


[  21  CFR  Parts  1,  3,  5  1 

EXEMPTIONS  FROM  FOOD  LABELING 
REQUIREMENTS 

Notice  of  Proposed  Rule  Making 

A  fabricated  food  containing  two  or 
more  ingredients  is  required  by  section 
403(1)  (2)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  to  bear  on  its  lab^l  the 
common  or  usual  name  of  each  ingre¬ 


dient  (other  than  spices,  flavorings,  and 
colorings) :  Provided,  That,  to  the  extent 
that  such  listing  of  ingredients  is  imprac¬ 
ticable  or  results  in  deceptlcai  or  unfair 
competition,  exemptions  shall  be  estab¬ 
lished  by  regulations  promulgated  by  the 
Secretary. 

The  Food  and  Drug  Administration 
has  promulgated  a  limited  niunber  of 
regulations  exempting  specific  incidental 
food  additives  from  the  requirements  of 
section  403(1)  (2)  of  the  act.  The  Com¬ 
missioner  proposes  to  clarify  the 
Agency’s  policy  with  regard  to  the  label 
declaration  of  incidental  additives  and  to 
consolidate  in  one  place  the  regulations 
concerning  label  exemptions  currently 
found  in  21  CFR  Parts  1,  3,  and  5. 

Hie  Commissioner  proposes  to  revoke 
S  5.5.  which  was  stayed  at  31  FR  15730 
on  Diecember  14, 1966,  on  the  groimd  that 
21  CFR  121.4001  (37  FR  2437)  established 
the  type  oi  restrictions  contained  in  §  5.5 
for  saccharin)  the  only  artiflciid  sweet¬ 
ener  known  to  the  Commissioner  to 
be  in  use  at  the  present  time.  Any  other 
artiflcial  sweetener  will  also  be  subject 
to  a  regulation  promulgated  under  sec¬ 
tion  409  of  the  act,  and  will  similarly 
include  the  type  of  restrictions  contem¬ 
plated  by  S  5.5.  Accordingly,  the  provi¬ 
sions  of  §  5.5  are  entirely  obscdete.  Hie 
Commissioner  also  proposes  to  revoke 
SS5.9  and  5.10,  and  to  transfer  the  re¬ 
mainder  of  Part  5  and  9  3.26  to  a  new 
9  1.10a.  It  is  proposed  to  include  in  new 
9  1.10a  provisions  defining  incidental  ad¬ 
ditives  and  exempting  them  from  the 
labeling  requirements  of  section  403(1) 

(2)  of  the  act,  which  cover  tiie  substance 
of  former  99  5.9  and  5.10,  and  to  transfer 
exemptions  from  the  labeling  require¬ 
ments  of  section  403(1)  (2)  of  the  act 
found  in  9  1.10  to  the  new  9  1.10a.  In  ad- 
ditirai,  it  is  proposed  that  the  termina¬ 
tion  of  old  exemptions,  published  as  9  3.1 
in  1961,  be  revoked  as  obsolete  since 
manufa^urers  are  now  fully  aware  that 
these  foods  are  no  longer  exempt  from 
section  403(1)  (2)  of  the  act. 

Hierefore,  pursuant  to  provisions  of 
the  Federal  Food.  Dnig.  and  Cosmetic 
Act  (secs.  403,  701(a),  52  Stat.  1048,  1055; 
21  U.S.C.  343,  371(a))  and  imder  au¬ 
thority  delegated  to  him  (21  CFR  2.120), 
the  Commissioner  proposes  that  Parts  1. 
3,  and  5  be  amended  as  follows: 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL 

FOOD,  DRUG,  AND  COSMETIC  ACT 

AND  THE  FAIR  PACKAGING  AND 
LABELING  ACT 

§  1.10  [Amended] 

1.  In  9  1.10  paragraphs  (e),  (f).  and 

(g)  are  hereby  revoked,  and  paragraph 

(h)  is  redesignated  as  pcu-agraph  (e) . 

2.  A  new  9 1.10a  is  added  to  Part  1,  in¬ 
corporating  the  substance  of  9 1.10  (e) . 
(f).  and  (g).  9  3.26.  99  5.1  through  5.4 
and  99  5.6  through  5.8  with  additional 
new  provisions,  and  reading  as  follows: 

§  1.10a  Food;  labeling;  exemptions  from 
labeling  requirements. 

(a)  The  following  foods  are  exempt 
from  compliance  with  the  requirements 
of  section  403(1)  (2)  of  the  act  (requiring 


a  declaration  on  the  label  of  the  com¬ 
mon  or  usual  name  of  each  ingredient 
when  the  food  is  fabricated  from  two  or 
more  Ingredients). 

(1)  An  assortment  of  different  itetns 
of  food,  when  variations  in  the  items  that 
make  up  different  packages  packed  from 
such  assortment  normally  occur  in  good 
packing  practice  and  when  such  vari¬ 
ations  result  in  variations  in  the  ingredi¬ 
ents  in  different  packages,  with  respect 
to  any  ingredient  that  is  not  common  to 
all  packages.  Such  exemption,  however, 
shall  be  on  the  condition  that  the  label 
shall  bear,  in  conjunction  with  the  names 
of  such  ingredients  as  are  common  to 
all  packages,  a  statement  (in  terms  that 
are  as  informative  as  practicable  and 
that  are  not  misleading)  indicating  that 
other  ingredients  may  be  present. 

(2)  A  food  having  been  received  in 
bulk  containers  at  a  retail  establish¬ 
ment,  if  displayed  to  the  purchaser  with 
either  (i)  the  labeling  of  the  bxilk  con¬ 
tainer  plainly  in  view  or  (li)  a  coimter 
card,  sign,  or  other  appropriate  device 
tearing  prominently  smd  conspicuously 
the  Information  required  to  be  stated  on 
the  label  pursuant  to  section  403(1)  (2) 
of  the  act. 

(3)  Propylene  glycol  or  glycerin  present 
In  quiescently  frozen  confections  because 
of  use  as  a  carrier  for  food-grade  emulsi¬ 
fiers  and  stabilizers. 

(4)  Incidental  additives  that  are  pres¬ 
ent  In  a  food  at  insignificant  levels  and 
do  not  have  any  technical  or  functional 
effect  In  that  food.  For  the  piuix)6es  of 
this  subparagraph.  Incidental  additives 
are: 

(I)  Substances  that  have  no  technical 
or  fimctlonal  effect  but  are  present  In  a 
food  by  reason  of  having  b^n  incorpo¬ 
rated  into  the  food  as  an  ingredient  of 
another  food,  in  which  the  substance  did 
have  a  functional  or  technical  effect. 

(II)  Processing  aids,  which  are  as 
follows: 

(a)  Substances  that  are  added  to  a 
food  during  the  processing  of  such  food 
but  are  removed  in  some  manner  from 
the  food  before  It  is  packaged  in  Its 
finished  form. 

(b)  Substances  that  are  added  to  a 
food  during  processing,  are  converted 
into  constituents  normally  present  in  the 
food,  and  do  not  significantly  increase 
the  amount  of  the  constituents  naturally 
found  in  the  food. 

(c)  Substances  that  are  added  to  a 
food  for  their  technical  or  functional  ef¬ 
fect  in  the  processing  but  are  present 
in  the  finished  food  at  insignificant  levels 
and  do  not  have  any  technical  or  fimc- 
tional  effect  in  that  food. 

(ill)  Substances  migrating  to  food 
from  eqiiipment  or  packaging  or  other¬ 
wise  affecting  food  that  are  not  food  ad¬ 
ditives  as  defined  in  section  201  (s)  of 
the  act;  or  if  they  are  food  additives  as 
so  defined,  they  are  used  in  conformity 
with  regulations  established  pursuant  to 
section  409  of  the  act. 

(b)  A  food  repackaged  in  a  retail  es¬ 
tablishment  is  exempt  from  the  following 
provisions  of  the  act  if  the  conditions 
specified  are  met. 

(1)  Section  403(e)(1)  of  the  act  (re¬ 
quiring  a  statement  on  the  label  of  the 
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name  and  place  of  business  of  the  manu¬ 
facturer.  packer,  or  distributor) . 

(2)  Section  403(g)(2)  of  the  act  (re¬ 
quiring  the  label  of  a  food  which  pur¬ 
ports  to  be  or  is  represented  as  one  for 
which  a  definition  and  standard  of  iden¬ 
tity  has  been  prescribed  to  bear  the  name 
of  the  food  specified  in  the  definition  and 
standard  and.  insofar  as  may  be  required 
by  the  regulation  establishing  the  stand¬ 
ard  the  common  names  of  the  optional 
ingredients  present  in  the  food),  if  the 
food  is  displayed  to  the  purchaser  with 
its  interstate  labeling  clearly  in  view,  or 
with  a  coxmter  card,  sign,  or  other  appro¬ 
priate  device  bearing  prominently  and 
conspicuously  the  information  required 
by  these  provisicwis. 

(3)  Section  403(i)(l)  of  the  act  (re¬ 
quiring  the  label  to  bear  the  common  or 
usual  name  of  the  food),  if  the  food  is 
displayed  to  the  purchaser  with  its  inter¬ 
state  labeling  clearly  in  view,  or  with  a 
coimter  card,  sign,  or  other  appropriate 
device  bearing  prominently  and  con¬ 
spicuously  the  common  or  usual  name  of 
the  food,  or  if  the  common  or  usual  name 
of  the  food  is  clearly  revealed  by  its 
appearance. 

(c)  An  open  container  (a  container  of 
rigid  or  semirigid  construction,  which  is 
not  closed  by  lid,  wrapper,  or  otherwise) 
of  a  fresh  fruit  or  fresh  vegetable,  the 
quantity  of  contents  of  which  is  not  more 
^an  1  dry  quart,  shall  be  exempt  from 
the  labeling  requirements  of  sections 
403  (e),  (g)  (2)  (with  respect  to  the  name 
of  the  food  specified  in  the  definition  and 
standard),  and  (i)(l)  of  the  act;  but 
such  exemption  shall  be  on  the  condi¬ 
tion  that  if  two  or  more  such  containers 
are  enclosed  in  a  crate  or  other  shipping 
package,  such  crate  or  package  shall  bear 
labeling  showing  the  number  of  such  con¬ 
tainers  enclosed  therein  and  the  quan¬ 
tity  of  the  contents  of  each. 

(d)  Except  as  provided  by  paragraphs 

(e)  and  (f)  of  this  section,  a  shipment 
or  other  delivery  of  a  food  which  is.  in 
accordance  with  the  practice  of  the  trade, 
to  be  processed,  labeled,  or  repacked  in 
substantial  quantity  at  an  establishment 
other  than  that  where  originally  proc¬ 
essed  or  pfu;ked,  shall  be  exempt,  during 
the  time  of  introduction  into  and  move¬ 
ment  in  interstate  commerce  and  the 
time  of  holding  in  such  establishment, 
from  compliance  with  the  labeling  re¬ 
quirements  of  section  403  (c),  (e),  (g), 
(h).  (i).  (j),  and  (k)  of  the  act  if: 

(1)  The  person  who  introduced  such 
shipment  or  delivery  into  interstate  com¬ 
merce  is  the  operator  of  the  establish¬ 
ment  where  such  food  is  to  be  processed, 
labeled,  or  rei>acked;  or 

(2)  In  case  such  person  is  not  such 
operator,  such  shipment  or  delivery  is 
made  to  such  establishment  under  a 
written  agreement,  signed  by  and  con¬ 
taining  the  post  office  addresses  of  such 
person  and  such  operator,  and  contain¬ 
ing  such  specifications  for  the  process¬ 
ing,  labeling,  or  repacking,  as  the  case 
may  be,  of  such  fo^  in  such  establish¬ 
ment  as  will  insure,  if  such  specifications 
are  followed,  that  such  food  will  not  be 
adulterated  or  misbranded  within  the 
meaning  of  the  act  upon  completion  of 


such  processing,  labeling,  or  repacking. 
Such  person  and  such  operator  shall  each 
keep  a  copy  of  such  agreement  imtil  2 
years  after  the  final  shipment  or  delivery 
of  such  food  from  such  establishment, 
and  shall  make  such  copies  available 
for  inspection  at  any  resisonable  hour  to 
any  officer  or  employee  of  the  Depart¬ 
ment  who  requests  them. 

(3)  The  article  is  an  egg  product  sub¬ 
ject  to  a  standard  of  identity  promul¬ 
gated  in  Part  42  of  this  chapter,  is  to  be 
shipped  under  the  conditions  specified  in 
paragraph  (a)  or  (b)  of  this  section  and 
for  the  purpose  of  pasteurization  or  other 
treatment  as  required  in  such  standard, 
and  each  container  of  such  egg  product 
bears  a  conspicuous  tag  or  label  reading 
“Caution — This  egg  product  has  not  been 
pastemlzed  or  otherwise  treated  to  de¬ 
stroy  viable  Salmonella  micro-organ¬ 
isms.*’  In  addition  to  safe  and  suitable 
bactericidal  processes  designed  specifi¬ 
cally  for  Salmonella  destruction  in  egg 
products,  the  term  “other  treatment”  in 
the  first  sentence  of  this  paragraph  shall 
Include  use  in  acidic  dressings  in  the 
processing  of  which  the  pH  is  not  above 
4.1  and  the  acidity  of  the  aqueous  phase, 
expressed  as  acetic  acid,  is  not  less  thsm 
1.4  percent,  subject  also  to  the  condir 
tions  that: 

(1)  The  agreement  required  in  para¬ 
graph  (b)  of  this  section  shall  also  state 
that  the  operator  agrees  to  utilize  such 
unpasteurized  egg  products  in  the  proc¬ 
essing  of  acidic  dressings  according  to 
the  specifications  for  pH  and  acidity  set 
forth  in  this  paragraph,  agrees  not  to 
deliver  the  acidic  dressing  to  a  user  xmtil 
at  least  72  hours  after  such  egg  product 
is  incorporated  in  such  acidic  dressing, 
and  agrees  to  msdntain  for  inspection 
adequate  records  covering  such  process¬ 
ing  for  2  years  after  such  processing. 

(ii)  In  addition  to  the  caution  state¬ 
ment  referred  to  above,  the  container 
of  such  egg  product  shall  also  bear  the 

statement  “Unpasteurized - for  use 

in  acidic  dressings  cmly,”  the  blank  being 
filled  in  with  the  applicable  name  of  the 
eggs  or  egg  product. 

(e)  Conditions  affecting  expiration  of 
exemptions.  (1)  An  exemption  of  a  ship¬ 
ment  or  other  delivery  of  a  food  imder 
paragraph  (d)  (1)  or  (3)  of  this  section 
shall,  at  the  beginning  of  the  act  of 
removing  such  shipment  or  delivery,  or 
any  part  thereof,  from  such  establish¬ 
ment  become  void  ab  initio  if  the  food 
comprising  such  shipment,  delivery,  or 
part  is  adulterated  or  misbranded  within 
the  meaning  of  the  act  when  so  removed. 

(2)  An  exemption  of  a  shipment  or 
other  delivery  of  a  food  under  paragraph 
(d)  (2)  or  (3)  of  this  section  shall  be¬ 
come  void  ab  Initio  with  respect  to  the 
person  who  introduced  such  shipment  or 
delivery  into  interstate  commerce  upon 
refusal  by  such  person  to  make  available 
for  inspection  a  copy  of  the  agreement, 
as  required  by  paragraph  (d)  (2)  or  (3) 
of  this  section. 

(3)  An  exemption  of  a  shipment  or 
other  delivery  of  a  food  imder  paragraph 
(d)  (  2)  or  (3)  of  this  section  shall  expire: 

(i)  At  the  beginning  of  the  act  of  re¬ 
moving  such  shipment  or  delivery,  or  any 


part  thereof,  from  such  establishment  if 
the  food  comprising  such  shipment,  de¬ 
livery,  or  part  is  adulterated  or  mis¬ 
branded  within  the  meaning  of  the  act 
when  so  removed:  or 

(ii)  Upon  refusal  by  the  operator  of 
the  establishment  where  such  food  is  to 
be  processed,  labeled,  or  repacked,  to 
make  available  for  inspection  a  copy  of 
the  agreement,  as  required  by  such 
paragraph. 

(f)  The  word  “processed”  as  used  in 
this  paragraph  shall  include  the  holding 
of  cheese  in  a  suitable  warehouse  at  a 
temperature  of  not  less  than  35'*  P.  for 
the  purpose  of  aging  or  curing  to  bring 
the  cheese  into  compliance  with  require¬ 
ments  of  an  applicable  definition  and 
standard  of  identity.  The  exemptions 
provided  for  in  paragraph  (d)  of  this 
section  shall  apply  to  cheese  which  is,  in 
accordance  with  the  practice  of  the  trade, 
shipped  to  a  warehouse  for  aging  or  cur¬ 
ing,  on  condition  that  the  cheese  is  iden¬ 
tified  in  the  manner  set  forth  in  one  of 
the  applicable  following  paragraphs,  and 
in  such  case  the  provisions  of  paragraph 
(e)  of  this  section  shall  also  apply: 

(1)  In  the  case  of  varieties  of  cheese 
for  which  definitions  and  standards  of 
identity  require  a  period  of  aging  whether 
or  not  they  are  made  from  pasteurized 
milk,  each  such  cheese  shall  bear  on  the 
cheese  a  legible  mark  showing  the  date 
at  which  the  preliminary  manufacturing 
process  as  been  completed  and  at  which 
date  curing  commences,  and  to  each 
cheese,  on  its  wrapper  or  immediate  con¬ 
tainer,  shall  be  affixed  a  removable  tag 

bearing  the  statement  “Uncured - 

cheese  for  completicm  of  curing  and 
proper  labeling,”  the  blank  being  filled 
in  with  the  applicable  name  of  the  vari¬ 
ety  of  cheese.  In  the  case  of  swiss  cheese, 
the  date  at  which  the  preliminary  manu¬ 
facturing  process  had  been  ccmipleted 
and  at  which  date  curing  commences  is 
the  date  on  which  the  shi«>ed  curd  is 
removed  from  immersion  in  saturated 
salt  solution  as  provided  in  the  definition 
and  standard  of  identity  for  swiss  cheese, 
and  such  cheese  shall  bear  a  removable 
tag  reading,  “To  be  cured  and  labeled  as 
‘Swiss  cheese,’  but  if  eyes  do  not  form  to 
be  labeled  as  ‘swiss  cheese  for  manufac¬ 
turing.’  ” 

(2)  In  the  case  of  varieties  of  cheeses 
which  when  made  from  unpasteurized 
milk  are  required  to  be  aged  for  not  less 
than  60  days,  each  such  cheese  shall  bear 
a  legible  mark  on  the  cheese  showing  the 
date  at  which  the  preliminary  manu¬ 
facturing  process  has  been  completed 
and  at  which  date  curing  commences, 
and  to  each  such  cheese  or  its  wrapper  or 
immediate  container  shall  be  affixed  a 

removable  tag  reading,  " -  cheese 

made  from  unpasteurized  milk.  For  com¬ 
pletion  of  curing  and  proper  labeling,” 
the  blank  being  filled  in  with  the  ap¬ 
plicable  name  of  the  variety  of  cheese. 

(3)  In  the  case  of  Cheddar  cheese, 
washed  curd  cheese,  colby  cheese,  granu¬ 
lar  cheese,  and  brick  cheese  made  from 
unpasteurized  milk,  each  such  cheese 
shall  bear  a  legible  mark  (xi  the  cheese 
showing  the  date  at  which  the  prelimi¬ 
nary  manufacturing  process  has  been 
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completed  and  at  which  date  curing  com¬ 
mences,  and  to  each  such  cheese  or  its 
wrapper  or  immediate  container  shall  be 

affixed  a  removable  tag  reading  “ - 

cheese  made  from  unpasteurized  milk. 
For  completion  of  curing  and  proper  la¬ 
beling,  or  for  labeling  as - cheese 

for  manufacturing,”  the  blank  being 
filled  in  with  the  applicable  name  of 
the  variety  of  cheese. 

(g)  The  label  declaration  of  a  harm¬ 
less  marker  used  to  identify  a  particular 
manufacturer’s  product  may  result  in  im- 
fair  cmnpetltlon  through  revealing  a 
trade  secret.  Exemption  from  the  label 
declaration  of  such  a  marker  is  granted, 
therefore,  provided  that  the  following 
concUticxvs  are  met: 

(1)  The  person  desiring  to  use  the 
marker  without  label  declaration  of  its 
presence  has  submitted  to  the  Commis¬ 
sioner  of  Food  and  Drugs  full  informa¬ 
tion  ctmcemlng  the  proposed  usage  and 
the  reasons  why  he  believes  label  decla¬ 
ration  of  the  marker  should  be  subject  to 
this  exemption;  and 

(2)  The  person  requesting  the  exemp¬ 
tion  has  received  from  the  Conunissioner 
of  Food  and  Drugs  a  finding  that  the 
mailer  is  harmless  and  that  the  ex¬ 
emption  has  been  granted. 

(h)  Wrapped  fish  fillets  of  nonunifcMtn 
weight  intended  to  be  unpacked  and 
marked  with  the  correct  weight  at  the 
point  of  retail  sale  in  an  establishment 
other  than  that  were  originally  packed 
shall  be  exempt  from  the  requirement  of 
secticm  403(e)  (2)  of  the  act  during  in¬ 
troduction  and  movement  in  Interstate 
commerce  and  while  held  for  sale  prior  to 
weighing  and  maricing: 

(1)  Provided.  That: 

(i)  The  outside  container  bears  a  label 
declaration  of  the  total  net  weight;  and 

(ii)  The  individual  packages  bear  a  con¬ 
spicuous  statement  *‘Tb  be  weighed  at 
time  of  sale”  and  a  correct  stat«nent 
setting  forth  the  weight  of  the  wrapper: 
And 

(2)  Provided  further.  That  it  is  the 
practice  of  the  retail  establishment  to 
weigh  and  mark  the  individual  packages 
with  a  correct  net- weight  statement  prior 
to  or  at  the  point  of  retail  sale.  A  state¬ 
ment  of  the  weight  of  the  wrapper  shall 
be  set  forth  so  as  to  be  readily  read  and 
luiderstood,  using  such  term  as  “wrapper 
tare  —  ounce,”  the  blank  being  filled  in 
with  the  correct  average  weight  of  the 
wrapper  used. 

(3)  The  act  of  delivering  the  wrapped 
fish  fillets  during  the  retail  sale  without 
the  correct  net-weight  statement  shall 
be  deemed  an  act  which  results  in  the 
product’s  being  misbranded  while  held 
for  sale.  Nothing  in  this  paragraph  shall 
be  construed  as  requiring  net-weight 
statements  for  wrapped  fish  fillets  deliv¬ 
ered  into  institutional  trade  provided  the 
outside  container  bears  the  required 
information. 

(i)  Wrapped  clusters  (consumer  units) 
of  bananas  of  nonuniform  weight  in¬ 
tended  to  be  impacked  from*  a  master 
carton  or  c<xitainer  and  weighed  at  the 
point  of  retail  sale  in  an  establishment 
other  than  that  where  originally  packed 
shall  be  exempt  from  the  requirements 
of  section  403(e)  (2)  of  the  act  during  in¬ 


troduction  and  movement  in  interstate 
conunerce  and  while  held  for  sale  prior 
to  weighing: 

(1)  Provided.  That: 

(1)  The  master  carton  or  container 
bears  a  label  declaration  of  the  total  net 
weight;  and 

(ii)  The  individual  packages  bear  a 
conspicuous  statement  “To  be  weighed 
at  the  time  of  sale”  and  a  correct  state¬ 
ment  setting  forth  the  weight  of  the 
wrapper: 

(2)  And  provided,  further.  That  it  Is 
the  practice  of  the  retail  establishment 
to  weigh  the  individual  packages  either 
prior  to  or  at  the  time  of  retail  sale. 

(3)  The  act  of  delivering  the  wra];H>ed 
clusters  (consumer  units)  during  the 
retail  sale  without  an  accurate  net 
weight  statement  or  alternatively  without 
weighing  at  the  time  of  sale  shall  be 
deemed  an  act  which  results  in  the  prod¬ 
uct’s  being  misbranded  while  held  for 
sale.  Nothing  in  this  paragraph  shall  be 
construed  as  requiring  net-weight  state¬ 
ments  for  clusters  (consiuner  units) 
delivered  into  institutional  trade,  pro¬ 
vided  that  the  master  container  or  car- 
t<xi  bears  the  required  information. 


PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

§  3.1  [Revoked] 

3.  TTie  provisions  of  8  3.1  are  hereby 
revoked. 

§3.26  [Revoked] 

4.  The  provisions  of  8  3.26  are  hereby 
revoked. 


PART  5— [REVOKED! 

5.  ’The  provisions  of  Part  5  are  hereby 
revoked. 

Interested  persons  may,  on  or  before 
March  20.  1973,  file  with  the  Hearing 
Clerk,  Department  of  Health,  Education, 
and  Welfare,  Room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  com¬ 
ments  (preferably  in  quintuplicate)  re¬ 
garding  this  proposal.  Comments  may  be 
accompanied  by  a  memorandum  or  brief 
in  support  thereof.  Received  commits 
may  be  seen  in  the  above  office  during 
working  hours,  Monday  through  Friday. 

Dated:  January  12, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

|FR  Doc.73-9g3  Filed  l-18-73;8:45  am] 


[  21  CFR  Parts  1,  3,  125  1 

SPECIAL  DIETARY  FOODS 

Label  Statements;  Proposed  Findings 
of  Fact,  Conclusions,  and  Tentative 
Order  Following  Public  Hearing 

In  the  matter  of  revising  regulations 
for  food  for  special  dietary  uses: 

History 

1.  On  the  initiative  of  the  Commis¬ 
sioner  of  Food  and  Drugs,  a  notice  of 
proposed  rule  making  in  the  above- 


identified  matter  was  published  in  the 
Federal  Register  of  June  20,  1962  (27 
FR  5815) ,  and  numerous  comments  were 
received  in  response*  thereto.  Subse¬ 
quently,  orders  were  published  in  the 
Federal  Register  of  June  18,  1966  (3^ 
FR  8521  et  seq.),  to  become  effective 
December  15.  1966,  deleting  8  1.11  (21 
CFR  1.11),  excepting  from  labeling  re¬ 
quirements  certain  artificially  sweetened 
foods  (21  CFR  5.5),  establishing  defini¬ 
tions  and  standards  of  identity  for  die¬ 
tary  supplements  of  vitamins  and 
minerals  and  for  vitamin  and  mineral- 
fortified  foods  (21  CFR  Part  80),  and 
revising  the  regulations  for  the  labeling 
of  food  for  special  dietary  uses  (21  CFR 
Part  125). 

2.  During  the  30-day  period  provided 
by  the  orders  of  Jime  18, 1966,  objections 
and  requests  for  a  public  hearing  were 
filed.  Consequently,  an  order  was  pub¬ 
lished  in  the  Federal  Register  of  De¬ 
cember  14.  1966  (31  FR  15730),  staying 
the  effective  date  of  8  5.5.  Part  80,  and 
Part  125,  and  staying  the  effective  date 
of  the  deletion  of  8 1.11,  as  published 
June  18, 1966.  The  order  of  December  14, 
1966,  gave  notice  that  a  public  hearing 
would  be  held  on  the  basis  of  the  ob¬ 
jections  received,  and  set  forth  the  is¬ 
sues  to  be  decided  at  the  hearing.  Since 
the  order  also  contained  amendments 
to  the  provisions  of  Parts  80  and  125 
publish^  in  the  Federal  Register  of 
June  18,  1966,  an  additional  period  of  30 
days  was  provided  for  the  filing  of  ob¬ 
jections  by  persons  adversely  affected. 
Numerous  letters  objecting  to  the 
amendments  and  requesting  a  public 
hearing  were  received;  however,  no  sub¬ 
stantive  issues  not  already  stated  in  the 
order  of  December  14,  1966,  were  raised 
by  these  objections.  A  correction  of  a 
printer’s  error  in  the  order  of  Decem¬ 
ber  14,  1966,  was  published  in  the  Fed¬ 
eral  Register  of  December  21,  1966  (31 
FR  16312). 

3.  Also  published  in  the  Federal  Reg¬ 
ister  of  December  14.  1966  (31  FR 
15746),  was  a  notice  proposing  that 
8  80.2,  the  definition  and  standard  of 
identity  for  vitamin-  and  mineral- 
fortified  foods,  which  was  established  by 
the  order  of  Jime  18.  1966,  and  amended 
and  stayed  by  the  order  of  December  14, 
1966,  be  amended  by  adding  to  the  table 
in  paragraph  (c)  the  following  classes 
of  food:  (1)  Frozen  dessert  products 
(containing  vegetable  fat  in  lieu  of  but¬ 
ter  fat)  made  in  semblance  of  ice  cream 
or  ice  milk;  (2)  milk  fortifiers;  (3)  and 
meal  substitutes. 

4.  ’The  comments  received  in  response 
to  the  proposal  of  December  14,  1966, 
were  considered  and  an  order  was  sub¬ 
sequently  published  in  the  Federal  Reg¬ 
ister  of  April  8,  1967  (32  FR  5736), 
amending  §  80.2  to  add  the  additional 
classes  of  food.  In  response  to  that  or¬ 
der.  several  objections  and  requests  for 
a  public  hearing  were  received;  how¬ 
ever,  no  substantive  issues  were  raised 
that  were  not  already  set  forth  in  the 
order  of  December  14,  1966. 

5.  A  notice  was  published  in  the  Fed¬ 
eral  Register  of  April  2,  1968  (33  FR 
5268),  scheduling  a  hearing  to  begin 
May  21.  1968,  and  a  prehearing  confer- 
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ence  to  begin  May  7.  1968.  The  notice 
aisn  designated  Mr.  David  H.  Harris  as 
the  Hearing  Examiner  for  these  pro¬ 
ceedings,  and  notice  that  he  was  ap¬ 
pointed  a  hearing  examiner  was 
published  in  the  Federal  Register  of 
May  4.  1968  (33  FR  6828) . 

6.  Tlie  hearing  was  convened  as  sched¬ 
uled  May  21. 1968,  and  recessed  the  same 
day  to  permit  continuation  of  prehear¬ 
ing  conferences.  Notice  was  given  in  the 
Federal  Register  of  Jime  13,  1968  (33 
FR  8679),  that  the  hearing  was  being 
reconvened  June  20.  1968.  The  hearing 
was  reconvened  as  scheduled  and  con¬ 
tinued  for  almost  2  years,  closing  on 
May  14, 1970. 

7.  The  taking  of  evidence  with  refer¬ 
ence  to  infant  fo(xis  was  closed  October 
14,  1969.  Pursuant  to  21  CFR  2.96,  and 
limited  to  the  infant  food  portion  of 
the  proceedings,  the  Hearing  Examiner 
submitted  his  report  and  certified  the 
record  together  with  his  report  to  the 
Commissioner  of  Food  and  Drugs.  This 
Hearing  Examiner’s  report,  dated  Au¬ 
gust  26, 1970,  is  part  of  the  public  record 
(Docket  No.  PDC-79)  on  file  with  the 
Hearing  Clerk,  Department  of  Health, 
Education,  and  Welfare,  Room  6-88,  5600 
Fishers  Lane.  Rockville,  MD  20852. 

8.  The  Hearing  Examiner  subsequently 
submitted  his  report  of  the  entire  pro¬ 
ceedings.  except  for  the  previously  sub¬ 
mitted  portion  cm  infant  foods,  and  cer¬ 
tified  the  associated  record  together 
with  his  report  to  the  Commissioner  of 
Pood  and  Drugs.  This  Hearing  Exami¬ 
ner’s  report,  dated  January  25,  1971,  is 
part  of  the  public  record  (Docket  No. 
FIX7-78)  and  is  also  on  file  with  the 
Hearing  Clerk. 

9.  After  review  of  the  Hearing  Exami¬ 
ner’s  repwrt  and  related  material  on  the 
infant  focxis  portion  of  the  proceedings, 
the  Commissicmer  published  in  the  Fed¬ 
eral  Register  October  29,  1970  (35  FR 
16737),  proposed  findings  of  fact,  pro¬ 
posed  conclusions,  and  a  tentative  order 
on  label  statements  relating  to  infant 
foods,  and  provided  a  30-day  period  for 
the  filing  of  written  exceptions.  After 
review  of  comments  received,  and  fur¬ 
ther  review  of  the  Hearing  Examiner’s 
report  and  related  material,  several 
changes  were  made  in  the  tentative  or¬ 
der.  and  the  final  order  on  label  state¬ 
ments  relating  to  infant  foods  (21  CPU 
125.5)  was  published  in  the  Federal 
Register  of  December  10,  1971  (36  PR 
23553),  with  an  effective  date  90  days 
from  the  date  of  publication. 

10.  After  review  of  the  Hearing  Ex¬ 
aminer’s  report  and  related  material  on 
the  portion  of  the  proceedings  concern¬ 
ing  vitamin-  and  mineral-fortified  foods, 
the  Commissioner  concluded  that  it 
would  be  in  the  public  interest  to  develop 
regulations  for  such  foods  utilizing  the 
approach  of  establishing  nutritional 
quality  guidelines  for  certain  classes  of 
foods,  including  those  to  which  vitamins 
and/or  minerals  may  be  added.  ’ITiese 
guidfelines  may  replace  the  approach  of 
developing  standards  of  identity  for  these 
foods  as  originally  proposed  in  the  form 
of  21  CFR  80.2.  A  notice  of  proposed  rule 
making  on  nutritional  quality  guidelines 


was  published  in  the  Federal  Register 
of  December  23.  1971  (36  PR  24822).  In 
that  notice,  the  Commissioner  proposed 
to  amend  Chapter  I  by  adding  a  uew 
Part  100  for  nutritional  quality  guide¬ 
lines  for  foods,  defined  general  principles 
(proposed  21  CFR  100.1),  and  pr(vosed 
the  first  nutritional  quality  guideline,  in 
this  case  for  precooked  frozen  conven¬ 
ience  “heat  and  serve”  dinners  (proposed 
21  CFR  100.20) .  ’The  Ck)mmissioner  is  de¬ 
ferring  final  action  on  21  CFR  80.2  imtil 
experience  is  gained  under  21  CFR  Part 
100.  In  a  notice  of  proposed  rule  mak¬ 
ing.  published  elsewhere  in  this  issue  of 
the  Federal  Register,  the  Ctommlssioner 
proposes  to  establish  a  new  21  CFR  1.10a 
(Exemptions  Prom  Pood  Labeling  Re¬ 
quirements)  which  would  revoke  21  CFR 
5.5,  which  was  stayed  at  31  FR  15730  on 
December  14,  1966,  on  the  ground  that 
21  (JFR  121.4001  (37  PR  2437)  estab¬ 
lished  the  type  of  restrictions  contained 
in  21  CFR  5.5  for  saccharin  (the  only 
artificial  sweetener  known  to  the  Com¬ 
missioner  to  be  used  at  the  present  time) . 
Any  other  artificial  sweetener  will  also 
be  subject  to  a  regulation  promulgated 
imder  section  409  of  the  P^eral  Pood. 
Drug,  and  Cosmetic  Act  and  will  simi¬ 
larly  include  the  type  or  restrictions  con¬ 
templated  by  21  CFTl  5.5. 

11.  In  the  past,  the  term  “special 
dietary  food”  has  been  defined  to  include 
any  food  to  which  a  nutrient  has  been 
added  or  for  which  nutrition  claims  or 
information  have  been  used.  ’ITiis  assured 
that  such  foods  would  have  labeling  in¬ 
formation  about  the  nutrient(s)  added, 
pursuant  to  regulations  promulgated  in 
21  CPH,  Part  125.  The  Commissicmer  has 
reviewed  the  history  of  this  use  ot  the 
“^secial  dietary”  designation,  and  has 
concluded  that  because  of  the  complexity 
of  the  conventional  food  supply  that  it  is 
necessary  to  develop  general  nutrition 
labeling  available  for  use  on  all  foods. 
Nutrition  labeling  is  the  required  form 
of  labeling  for  foods  aith  added  nutrients 
or  for  which  the  manufacturer  makes 
nutrition  claims.  A  notice  of  proposed 
rule  making  on  nutrition  labeling  under 
title  21  was  published  in  the  Federal 
Register  of  March  30, 1972  (37  FR  6493) . 

12.  In  this  issue  of  the  Federal  Regis¬ 
ter,  the  Commissioner  has  published  the 
following  proposals,  tentative  orders,  and 
regulations  that  relate  to  other  sections 
of  special  dietary  labeling  and  nutrition 
labeling  as  follows; 

(a)  Nutrition  labeling.  (S  1.17) 

(b)  Pood  label  information  panel. 
(S  1.8d) 

(c)  Food  fat  labeling.  (§  1.18) 

(d)  Standard  of  identity  for  vitamin- 
mineral  sup>plements.  ($80.1) 

(e)  Food  standard  labeling  changes. 

(f)  Uniform  effective  date  for  food 
labeling  changes. 

13.  Beginning  with  the  enactment  of 
the  Federal  Pood,  Drug,  and  Cosmetic 
Act  of  1938  (52  Stat.  1040) .  the  Food  and 
IDrug  Administration  rendered  informal 
opinions  on  many  problems  that  arose 
under  the  act.  ’These  opinions^  issued  as 
Trade  Correspondence  (’TC) ,  represented 
the  policy  of  the  Pood  and  Drug  Admin¬ 
istration  based  on  specific  problems  and 


the  application  of  the  statute  thereto.  To 
avoid  confusion  as  to  the  status  of  those 
’TC  issuances  which  will  be  superseded 
by  the  amendments  to  21  CFR  Part  125 
as  contained  herein  and  new  $  80.1 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  the  Commissioner 
concludes  that  such  TC  issuances  should 
be  formally  rescinded.  ’Therefore,  notice 
is  given  that  the  following  ’TC  issuances 
are  rescinded  effective  on  the  effective 
date  of  the  amendments  to  21  CFR  Part 
125  set  forth  below: 

(a)  ’TC-93:  Vitamins. 

(b)  TC-315:  Vitamin-carrying  oil — 
labeling. 

(c)  TC-363:  “Vitamin  B  comi^ex”. 

(d)  TC-379:  Wheat  germ  oil — ^vita¬ 
min  E. 

(e)  TC-387:  Vitamin  capsules  and 
tablets. 

(f )  ’TC-407:  Vitamin  Bi  tablets  for  use 
in  enriching  bread. 

(g)  TC-408:  Pyridoxine  and  panto¬ 
thenic  8M:id  in  yeast  tablets. 

(h)  TC-41 1 :  Bakery  products  contain¬ 
ing  thiamine,  ribofiavin,  niacin,  and 
iron. 

Limited  Scope  of  This  Action 

14.  This  document  pertains  only  to  reg¬ 
ulations  concerning  certain  limited  mat¬ 
ters  relating  to  labeling  foods  for  special 
dietary  use  (21  CFR  125.1-125.3). 

15.  A  final  order  was  published  in  the 
Federal  Register  of  December  10,  1971, 
on  label  statements  relating  to  infant 
foods  ($125.5).  The  order  of  Decem¬ 
ber  10,  1971,  and  the  present  action  re¬ 
flect  the  ccxitinuing  intent  of  the  Com¬ 
missioner  of  Food  and  Drugs  to  promul¬ 
gate  revised  individual  sections  of  this 
Part  125  as  soon  as  the  records  of  the 
hearing  can  be  reviewed,  analyzed,  and 
the  findings  implemented. 

16.  The  dociunent  of  December  14, 
1966,  listed  the  issues  for  the  contem¬ 
plated  hearing,  including  Nos.  HI-A, 
IH-B,  and  ni-C,  as  follows: 

in.  Issues  concerning  Part  125.  A.  With 
respect  to  $  126.1  Definitions  and  interpreta¬ 
tions  of  terms: 

1.  Whether  It  Is  necessary  and  reasonable. 
In  order  fully  to  Inform  purchasers  of  the 
value  of  foods  for  special  dietary  uses,  to  de¬ 
fine  “special  dletai^  use”  as  set  forth  In 
{  125.1(a). 

2.  Whether  It  Is  necessary  and  reasonable. 
In  order  fully  to  Inform  purchasers  of  the 
value  of  foods  for  special  dietary  uses,  to  es¬ 
tablish  “recommended  dietary  allowances” 
for  essential  nutrients. 

3.  Whether  the  “recommended  dietary  al¬ 
lowances”  as  set  forth  In  {125.1(b),  and 
amended  by  this  order,  are  reasonable. 

4.  Whether  the  definition  of  “artificial 
sweetener"  In  {  125.1(c)  Is  reasonable. 

B.  With  respect  to  {  125.2  General  label 
statements;  dietary  properties;  value;  place¬ 
ment,  whether  It  Is  necessary  and  reasonable. 
In  order  fully  to  Inform  purchasers  of  the 
value  of  foods  for  special  dietary  uses,  to  re¬ 
quire  that  the  labels  of  such  foods  bear  a 
statement  as  required  and  limited  by  that 
section,  as  amended  by  this  order. 

C.  With  respect  to  {  125.3  Label  statements 
relating  to  vitamins  and  minerals,  whether  It 
Is  necessary  and  reasonable.  In  order  fully  to 
Inform  purchasers  of  the  value  of  foods  for 
special  dietary  uses,  to  require  that  the  labels 
of  such  foods  by  reason  of  their  vitamin  or 
mineral  content  bear  a  statement  of  the  per- 
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centages  of  the  recommended  dietary  allow¬ 
ances  of  such  vitamins  and  minerals  con¬ 
tained  In  such  food,  with  the  limitation  that 
vitamin  and  mineral  supplements  and  foods 
fortified  with  vitamins  and/or  minerals  may 
not  bear  on  their  labels  a  declaration  of  any 
quantity  of  added  vitamins  or  minerals  In 
the  supplements  or  fortified  foods  which  sup¬ 
ply  more  than  100  percent  of  the  recom¬ 
mended  dietary  allowance  for  any  nutrient. 

17.  The  public  hearing  in  the  overall 
matter  was  closed  May  14,  1970,  Pursu¬ 
ant  to  21  CPR  2.96,  the  Hearing  Exam¬ 
iner,  Mr.  David  H.  Harris,  submitted  his 
report  in  this  matter  8md  certified  the 
record  together  with  this  report  to  the 
Commissioner  of  Pood  and  Drugs.  The 
report  is  part  of  the  public  record  (Dock¬ 
et  No.  FDC-78)  on  file  with  the  Hearing 
Clerk,  Department  of  Health,  Education, 
and  Welfare,  Room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852. 

18.  The  Commissioner  realizes  that 
legal  challenge  may  be  brought  against 
the  new  approach  to  nutrition  labeling  in 
21  CPR  1.17.  If  21  CPR  1.17  is  found 
Invalid  for  any  reason  it  will  be  necessary 
to  resume  the  labeling  of  foods  with 
added  nutrients,  or  for  which  nutritional 
claims  are  made,  under  21  CPR  Part  125. 
The  Commissioner  is  therefore  keeping 
the  record  on  this  portion  of  the  hearing 
open,  for  this  limited  purpose,  in  the 
event  that  it  becomes  necessary  to  amend 
this  tentative  order  or  to  issue  a  supple¬ 
mental  tentative  order  to  provide  for 
labeling  of  this  type  pursuant  to  21  CPR 
Part  125  in  Ueu  of  21  CPR  1.17. 

Other  Regulations  and  Policies 
ArncTEo 

The  publication  of  this  tentative  order 
requires  changes  in  certain  existing  food 
additive  regulations  and  formal  state¬ 
ments  of  ix)licy  under  Parts  1  and  3  of 
Title  21  of  the  Code  of  Federal  Regula¬ 
tions.  These  additional  actions  are  as 
follows: 

1.  Since  it  is  no  longer  appropriate 
S  1.11  Special  dietary  uses  is  being 
revoked. 

2.  Since  the  Pood  and  Nutrition  Board, 
National  Academy  of  Sciences-National 
Research  Council  (NAS/NRC),  has  now 
established  a  set  of  Recommended  Daily 
Dietary  Allowances  for  vitamin  E,  and 
since  there  now  is  scientific  evidence  that 
the  vitamin  E  content  of  the  diet  may 
not  always  be  adequate  to  meet  require¬ 
ments.  the  formal  statement  of  policy 
imder  $  3.9  Label  declaration  of  vitamin 
E  in  food  for  special  delivery  use  is  being 
revoked. 

3.  Since  appropriate  and  useful  levels 
of  vitamin  Bn  and  folic  acid  have  been 
determined,  the  formal  statement  of  pol¬ 
icy  imder  S  3.32  Label  declarations  of 
vitamin  B,t  and  folic  acid  in  foods  for 
special  dietary  uses  is  being  revoked. 

4.  Since  it  is  no  longer  appropriate,  the 
formal  statement  of  policy  under  S  3.46 
Interpretations  of  orders  relating  to  di¬ 
etary  supplements:  vitamin  and  mineral- 
fortified  foods;  foods  for  special  dietary 
use  is  being  revoked. 

5.  Concerning  folic  acid  (folacin) ,  the 
Pood  and  Nutrition  Board,  NAS/NRC, 
recommends  dailv  intakes  of  0.4  milli¬ 
gram  for  (dder  children  and  adults,  and 


PROPOSED  RULE  MAKING 

0.8  milligram  during  pregnancy.  The 
Council  (xi  Poods  and  Nutrition,  Ameri¬ 
can  Medical  Association  (AMA) .  recently 
reviewed  the  subject  of  desirable  levels  of 
folic  acid  in  dietary  supplements,  and 
communicated  their  conclusions  to  the 
Food  and  Drug  Administration  by  their 
letter  of  October  13,  1971.  The  Council 
recommended  increasing  the  allowable 
maximum  sunount  to  that  recommended 
by  the  Food  and  Nutrition  Board  on  the 
basis  of  recent  evidence  of  inadequate  in¬ 
takes  in  significant  segments  of  the 
population,  the  absence  of  ill -effects  in 
normal  individuals  from  such  intakes, 
and  the  lack  of  evidence  that  such  in¬ 
takes  aggravate  or  mask  pernicious 
anemia  or  interfere  with  the  diagnosis  or 
treatment  of  the  disease.  The  Commis¬ 
sioner  considers  these  positions  of  the 
NAS/NRC  and  the  AMA  to  be  nutrition¬ 
ally  sound.  Therefore,  the  formal  state¬ 
ment  of  policy  under  S  3.42  Status  of 
pteroylglutamic  add  {folic  acid)  in  foods 
for  special  dietary  use  and  as  a  drug  will 
be  revised  at  a  later  date  to  reflect  these 
quantitative  changes  relative  to  folic 
acid.  Also,  the  limitation  of  0.1  milligram 
provided  for  in  the  food  additive  regula¬ 
tion  under  S  121.1134  Pteroylglutamic 
acid  will  be  revised  to  permit  larger 
amounts  of  folic  acid  in  dietary  supple¬ 
ments  consistent  with  the  recommenda¬ 
tions  of  the  Food  and  Nutrition  Board. 

6.  Since  it  has  now  been  established 
that  0.3  milligram  of  iodine  per  day  is 
safe  in  humans,  including  during  preg¬ 
nancy  and  lactation,  since  iodine  defl- 
ciency  goiter  continues  to  persist  in  the 
United  States,  and  since  0.3  milligram  is 
a  reasonable  maximum  daily  intake  to  be 
provided  by  a  dietary  supplement  for 
pregnancy  and  lactation.  S  121.1073  Po- 
tassium  iodide  and  §  121.1149  Kelp  will 
be  revised  at  a  later  date  to  increase  the 
maximum  daily,  intake  of  the  additives 
to  a  level  not  to  exceed  0.3  milligram  of 
iodine. 

Having  considered  the  evidence  per¬ 
taining  to  the  issues  concerning  SS  125.1. 
125.2,  and  125.3  received  at  the  hearing 
and  the  Hearing  Examiner’s  Report  of 
January  25.  1971,  and  having  considered 
the  comments  from  the  National  Food 
Advisory  Committee,  the  Commissioner, 
pursuant  to  provisions  of  the  Federal 
Pood,  Drug,  and  Cosmetic  Act  (secs.  401, 
403(J).  701(e).  52  Stat.  1046,  1048,  1055- 
1056,  as  amended  by  70  Stat.  919;  21 
n.S.C.  341,  343(J).  371(e))  and  under 
authority  delegate  to  him  (21  CPR 
2.120) ,  proposes  the  following  findings  of 
fact,  conclusions  of  law.  and  t^tatlve 
final  order: 

Proposed  P’indings  of  Pact* 

1.  Since  enactment.  In  1941,  of  the  cur¬ 
rently  effective  regiilations  concerning 

>The  abbreviations  In  the  citations  are: 

Tr. — For  transcript  pages  of  the  hearing. 

P.  — For  exhibits  Introduced  by  the  Govern¬ 
ment,  the  proponent. 

O. — For  exhibits  Introduced  by  exponents. 

WD-G — For  written  direct  testimony  by  a 
witness  for  the  Government. 

WD-3A — For  written  direct  testimony  by  a 
witness  for  the  designated  opponent  (e.g., 
••3A") . 

Q.  A  A. — Question  and  answer. 
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foods  for  special  dietary  uses,  the  deflni- 
ti(Hi  of  special  dietary  use  contained 
therein  (21  CPR  1.11^  has  proved  inade¬ 
quate.  in  certain  respects,  to  meet  the 
needs  of  the  Food  and  Drug  Administra¬ 
tion  in  its  regulatory  activity.  (Swain,  Tr. 
115,  116,  125-127,  153-155,  168,  169) 

2.  The  term  “special  dietary  use,”  as 
applied  to  food  including  dietary  supple¬ 
ments  used  by  man,  means  a  particular 
use  for  which  a  product  purports  or  is 
represented  to  be  used,  including  but  not 
limited  to  the  following  uses: 

(a)  Supplying  a  special  dietary  need 
that  exists  by  reasim  of  a  physical,  phys¬ 
iological,  or  other  condition,  iniiluding 
but  not  limited  to  the  conditions  of  c(m- 
valescence,  pregnancy,  lactation.  Infancy, 
allergic  hypersensitivity  to  food,  under¬ 
weight,  overweight,  diabetes  mellitus,  or 
the  to  control  the  intake  of  sodium; 

(b)  Supplying  a  vitamin,  mineral,  or 
other  dietary  property  for  use  by  man  to 
supplement  his  diet  by  increasing  the 
total  dietary  intake. 

(c)  Supplying  a  special  dietary  need  by 
reason  of  being  a  food  for  use  as  the  sole 
item  of  the  diet.  (Mickelsen,  TT.  2508; 
WD-G-Ross,  Q&A  55,  56;  WD-O-Moses, 
QtiA  17-19) 

3.  To  fully  inform  the  purchaser  of  the 
product’s  value  for  such  use,  the  label  of 
a  food  for  a  special  dietary  use  should 
bear  a  statement  of  usefulness  consisting 
of  a  list  of  the  dietary  properties  upon 
which  the  special  use  is  based.  (Qroll- 
man,  ’Tr.  1766;  Hodges,  ’Tr.  2969-70; 
Mickelsen,  ’Tr.  2518-19;  WD-O-Moses, 
Q&A  33)  Many  dietary  supplements 
include  named  ingredients  whl^  are  of 
no  value  as  supplements  to  the  human 
diet.  (GroUman,  ’Tr.  1626,  1675-77,  1707, 
Ebchibit  P-125.  Mickelsen.  Tr.  2464-65, 
Exhibit  P-172.  2469,  Exhibit  P-173. 
Hodges,  Tr.  2933,  Exhibit  P-179,  2936, 
Exhibit  P-180,  Herbert.  ’Tr.  9891,  Exhibit 
P-113,  9899,  Exhibit  P-468,  Swain,  Tr. 
185-191,  213,  220,  221,  223,  229-231,  255. 
264,  269,  336,  397,  442,  447,  455,  469. 
475,  476,  487,  Welssenberg,  ’Tr.  8761, 
6402,  5949,  Exhibit  P-576.  P-591)  How¬ 
ever,  many  consumers  will  purchase 
such  products  with  long  lists  of  ingre¬ 
dients.  believing  them  to  be  of  better 
value  than  products  with  a  lesser 
number  of  ingredients.  (WlXJ-Per- 
loff,  Q&A  38-41;  Exhibit  P-1151, 
page  B9).  Such  consumers  believe  that 
if  an  ingredient  is  listed,  it  must 
signlflcantly  contribute  to  the  value 
of  the  product  as  a  dietary  supplement. 
(WD-G-Perloff,  Q&A  18,  19;  Exhibit 
P-737)  ’The  label  of  a  dietary  supple¬ 
ment,  as  a  food  for  special  dietary  use, 
should  bear  a  statement  of  usefulness 
consisting  of  a  list  of  the  nutrient  in¬ 
gredients  which  provide  the  special  use 
characteristics.  ’The  list  of  such  ingredi¬ 
ents  should  be  limited  to  those  which  are 
of  significant  value  and  need  In  human 
nutrition  as  components  of  dietary  sup¬ 
plements.  (GroUman,  Tr.  1766;  Hodges, 
’Tr.  2969-2970;  Mickelsen,  ’Tr.  2518-2520; 
WD-O-Moses,  Q&A  33;  WD-C-Ross, 
Q&A  59-61) 

4.  It  is  scientifically  inaccurate  to  list 
a  dietary  property  of  a  food  for  special 
dietary  use  that  is  of  no  significance  in 
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human  nutrition,  and  listing  of  dietary 
properties  should  be  limited  to  ingredi¬ 
ents  of  significant  value  and  need  in 
human  nutrition.  (WD-G-Ross,  Q&A 
59-61:  GroUman,  Tr.  1766;  Mickelsen, 
Tr.  2518-19;  Hodges.  Tr.  2969-70) 

5.  In  addition  to  statements  on  the 
container  label  of  a  food  for  special 
dietary  use  it  is  necessary  to  consider 
the  label  in  its  oitire  setting  including 
statements  made  in  the  labeling,  promo¬ 
tional  material,  and  advertising  for  such 
food,  to  determine  whether  the  label 
bears  a  statement  concerning  properties 
of  the  food  which  are  of  no  sifimificance 
in  human  nutition.  (WD-G-Perloff, 
Q&A  10, 16, 17;  WD-G-Swanson,  Q&A  50; 
WD-G-Ross,  Q&A  61;  SecUon  201  (n). 
PDCA) 

6.  TTie  term  “minimxun  daily  reqiiire- 
ment”  was  adopted  by  the  Food  and  IDrug 
Administration  in  1940  as  a  means  of 
fully  informing  consumers  about  vita¬ 
mins  and  minerals  in  food  for  special 
dietary  uses.  (Boehne,  Tr.  2702-03; 
Swain.  Tr.  170)  ITie  term  “minimum 
daily  requirements,”  as  it  has  been  used 
since  1940,  in  the  labeling  and  promo¬ 
tional  material  for  foods  with  special 
dietary  uses  has  led  to  some  confusion 
among  consumers.  Consumers  believe 
that  the  “minimum”  requirements  may 
be.  or  may  nearly  be.  inadequate  in  terms 
of  the  nutrient  content  provided. 
(Boehne.  Tr.  2704;  Weissenberg,  Tr.  5891, 
7734,  8783;  WD-G-GuUberg.  Q&A  20; 
WD-G-Perioff,  Q&A  35.  37;  Exhibit 
P-737)  The  continued  existence  of  the 
term  “minimum  daily  requiremoit”  has 
led  to  the  production,  promotion,  and 
sale  of  a  variety  of  dietaiy  supplemoits, 
that  contain  large  multiples  of  the  mini¬ 
mum  daily  requirnnents  for  vitamins 
and  minerals,  and  by  far  exceed  the 
adequate  human  total  daily  dietary  re¬ 
quirements  for  these  nutrients.  (Boehne. 
Tr.  2739;  GroUman,  Tr.  1682  (Exhibit 
P-84),  1685  (Exhibit  P-85) ;  Hodges,  Tr. 
2933-37  (Exhibit  P-181),  2939-40;  Her¬ 
bert,  Tr.  9898  (Exhibit  P-232) .  9899-9901 
(Exhibit  P-468) ;  Mickelsen,  Tr.  2448 
(Exhibit  P-167) ;  Hodges.  Tr.  2942  (Ex¬ 
hibit  P-183) :  Swain.  Tr.  171-175.  180- 
182;  Weissenberg,  Tr.  8760  (Exhibit 
P-575.  P-583) ) 

7.  It  wiU  prove  beneficial  to  consumers 
and  simplify  the  task  of  consumer  educa¬ 
tion  to  provide  for  use  of  the  term  “rec¬ 
ommended  daily  aUowance”  (RDA)  as  a 
substitute  for  “minimum  daUy  require¬ 
ment”  (MDR).  (SebreU,  Tr.  26181;  WD- 
G-GuUberg,  Q&A  21) 

8.  The  “Recommended  Dietary  Allow¬ 
ances.”  revised  periodically  by  the  Pood 
and  Nutrition  Board  of  the  National  Re¬ 
search  Council,  National  Academy  of 
Sciences,  represent  established  nutrient 
levels  that  are  quantitatively  high 
enough  to  provide  for  the  adequate  in¬ 
take  of  essential  nutrients  imder  the 
wide  variety  of  conditions  that  exist  in 
this  country  for  essentiaUy  aU  of  the  nor¬ 
mal  healthy  persons  in  the  United  States. 
Furthermore,  these  levels  are  reviewed, 
discussed,  and  accepted  by  numerous 
scientists  and,  therefore,  are  considered 
to  be  extremely  reUable.  (Hodges,  Tr. 
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2880,  2919,  2964-65;  GroUman,  Tr.  1670, 
1763;  Mickelsen,  Tr.  2438-39;  Herbert 
Tr.  9865-67;  WD-G-Harrison.  Q&A 
23;  Schweigert,  Tr.  8257,  8260;  WD-G- 
GuUberg,  Q&A  19;  Exhibit  P-651; 
SebreU,  Tr.  26.  181) 

9.  PubUcation  No.  1694  of  the  National 
Academy  of  Sciences  entitled  “Recom¬ 
mended  Dietary  AUowances,  Seventh  Re¬ 
vised  Edition.  1968,  A  Report  of  the  Food 
and  Nutrition  Board,  National  Research 
CouncU,”  and  subsequent  editions,  shoiUd 
be  used  as  the  source  of  authentic  and 
reliable  information  on  which  to  base 
recommended  daily  allowances  of  nutri¬ 
ents.  (WD-3A-SebreU,  Q&A  9,  10.  18.  19. 
Tr.  26181;  Hodges.  Tr.  2917;  Herbert.  Tr. 
9865;  WD-GK-Harrison,  Q&A  14,  23,  26. 
27;  WD-G-Ross,  Q&A  65) 

10.  Recommended  dietary  aUowances 
adapted  from  publication  No.  1694  of  the 
National  Academy  of  Sciences  are  suf¬ 
ficiently  above  the  average  requirement 
for  particular  nutrients  to  cover  the 
needs  of  between  95  percent  and  99  per¬ 
cent  of  the  normal  healthy  population. 
(Hodges,  Tr.  7083;  WD-46-Olsen.  page 
7,  Tr.  29466-67;  Jukes.  Tr,  28688;  Briggs, 


Tr.  28761 ;  Mayer,  Tr.  28865-66;  Stokstad, 
Tr.  26742;  Goodhart,  Tr.  30169-70;  Stare. 
Tr.  29280;  WD-G-Ross  P-5) 

11.  ITie  essential  vitamins  are:  Vita¬ 

mins  A,  C  (ascorbic  acid).  D,  E,  K,  Bi 
(thiamine),  Bi  (riboflavin),  niacin  vita¬ 
min  B.,  foUc  acid  (folacin).  pantothenic 
acid,  vitamin  B,.,  and  biotin.  (WD-3A- 
SebreU,  4,  WD-G-Harrison,  Q&A 

20) 

12.  The  essential  mineral  nutrients 
are:  Calcium,  chlorine,  iron,  magnesium, 
phosphorus,  pK)tassium,  sodium,  sulfur, 
copper,  fluorine,  iodine,  manganese,  and 
zinc.  (WD-3A-SebreU.  Q&A  4) 

13.  The  values  for  vitamins  and  min¬ 
erals  in  the  table  entitled  “Recommended 
Daily  Dietary  AUowances,”  in  pubUcation 
No.  1694  of  the  National  Academy  of 
Sciences,  and  values  for  essential  nutri¬ 
ents  derived  from  sections  in  the  text 
when  no  values  are  given  in  the  afore¬ 
mentioned  table,  may  be  used  as  a  basis 
for  fully  informing  the  purchaser  of  the 
nutrient  value  of  a  food  for  special  diet¬ 
ary  use.  A  reasonable  and  scientifically 
accurate  adaptation  of  the  table  and  text 
referred  to  above  reads  as  foUows: 


ViUmins  and  minerals 


Unit  of  measurement 


Infants  and  Adults  and  Pregnant  or 
children  under  children  4  or  lactating 
4  years  of  age  more  years  of  women 
age 


Vitamin  A .  International  units. 


Vitamin  D . 

Vitamin  B . 

. . do . 

. do . 

. MiUigiams . 

FoUc  acid . 

Thiamine . 

. do . 

. do . 

. do . 

Niacin . 

Vitamin  Bi . 

. do . 

. do . 

. Mlcrograms . 

. do . 

.  Orams . 

Pboapbonu . 

. do . 

. Micrograms . 

Iron . 

. MlUigfams . 

Magnesium . <«>. 

Copper . : — do. 

Zinc . do. 


2,800 

8,000 

8,000 

400 

400 

400 

10 

SO 

SO 

40 

00 

80 

a2 

a4 

0.8 

a7 

1.8 

1.7 

0.8 

1.7 

ZO 

9  0 

20 

20 

0.7 

ZO 

Z8 

S 

0 

8 

a  18 

as 

as 

AO 

10 

10 

as 

1.0 

1.S 

0.8 

1.0 

LS 

70 

180 

180 

10 

18 

18 

200 

400 

480 

1.0 

zo 

ZO 

8.0 

18 

18 

14.  There  are  scientific  and  medical 
Justifications  for  selecting  an  age  sepa¬ 
ration  at  under  4  years  of  age  for  the 
purpose  of  establishing  a  basis  for  dietary 
supplements.  (WD-33-Krehl,  pages  5-8; 
WD-33-Emerson,  psiges  4-5 ;  WD-43- 
FUer,  page  21)  The  recommended  daUy 
dietaiT  aUowance  of  the  Food  and  Nu¬ 
trition  Board,  NAS-NRC,  for  2-  to  3- 
year  olds  can  safely  be  used  by  infants 
and  1-  to  2-year  olds,  and  the  maximum 
values  for  the  under-4-year8-old  group 
can  be  used  for  all  infants  and  chUdren 
under  4  years  of  age.  (WD-33-Krehl, 
pages  6-7;  Tr.  2,  877-8,  Hodges;  WD-43- 
Graham;  and  WD-43-FUer,  page  21) 

15.  There  are  demonstrable  distinc¬ 
tions  among  the  nutritional  requirements 
of  infants  and  young  chUdren,  and  preg¬ 
nant  or  lactating  women,  as  compared  to 
the  nutritional  requirements  of  adiUts. 
(Michelsen,  Tr.  2424-2427;  GroUman,  Tr. 
1665;  Hodges,  Tr.  2877-2878;  Herbert, 
Tr.  9944;  WD-3A-8ebreU.  Q&A  15.  16. 
19,  and  28;  WD-G-Ross,  Q&A  23,  Boehne, 
Tr.  2741-2759) 

16.  The  label  of  a  food  purported  or 
represented  to  be  for  special  dietary  use 
by  reason  of  its  vitamin  or  mineial  prop¬ 
erties,  should  bear  a  statement  reveaUng 


the  proportion  or  percentage  of  the  rec¬ 
ommended  daily  aUowance  of  the  par¬ 
ticular  vitamins  or  minerals  contained 
in  a  specified  quantity  of  the  product 
when  consumed  during  a  period  of  1  day. 
This  is  both  reasonable  and  necessary 
for  an  inteUigent  scientific  evaluation  of 
the  article.  (Herbert,  Tr.  9944-5;  GroU- 
man,  Tr.  1762;  Hodges.  Tr.  2964-6;  WD- 
G-Ross,  Q&A  63;  Michelsen,  Tr.  2635-7) 

17.  When  a  food  is  piuported  or  repre¬ 
sented  to  be  for  special  dietary  use  be¬ 
cause  of  certain  vitamin  or  mineral 
properties,  and  is  offered  for  use  by  more 
than  one  of  the  groups  for  which  the 
recommended  daily  allowances  for  the 
vitamins  and  minerals  are  set,  it  then 
becomes  necessary  to  state  the  percent 
or  proportion  of  the  recommended  daily 
aUowances  for  each  group  separately. 
(Herbert,  Tr.  9945-6;  WD-G-GuUberg, 
<3&A  17;  Hodges,  Tr.  2966-7) 

18.  It  makes  no  difference  from  a  sci¬ 
entific  point  of  view  when  the  proportion 
of  the  recommended  daUy  aUowance 
amounts  to  a  whole  number  and  a  frac¬ 
tion,  if  the  fraction  is  discarded.  (Her¬ 
bert.  Tr.  9946) 

19.  The  term  “artificial  sweetener” 
means  a  sweetening  substance  not  used 
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in  normal  metabolism  as  a  source  of 
calories.  (WD-Q-Levine,  Q&A  75-77,  81; 
WD-Ch-Ricketts.  Q&A  34-35,  39) 

20.  Occasionally,  in  the  manufacturing 
of  foods  not  intended  for  special  dietary 
uses,  it  is  possible  to  achieve  certain  food 
characteristics  only  through  the  use  of 
an  artificial  sweetener  as  a  constituent 
of  the  food.  When  this  situation  exists, 
it  is  reasonable  to  consider  the  use  of  the 
artificial  sweetener  in  such  a  food  not  to 
be  for  the  purpose  of  reducing  or  main¬ 
taining  body  weight,  or  for  use  in  the 
diet  of  diabetics:  Provided,  That  no  label 
refereiu;e  is  made  to  the  caloric  reduc¬ 
tion  or  presence  of  the  artificial  sweet¬ 
ener  in  the  food,  other  than  the  simple 
listing  of  the  artificial  sweetener  as  an 
ingredient.  (WD-O-Moses,  Q&A  21,  23- 
31;  WD-O-Levlne,  Q&A  213,  214) 

21.  For  the  purposes  of  dietary  evalu¬ 
ation  and  nutritional  characteristics  an 
infant  should  be  considered  to  be  a  per¬ 
son  12  months  of  age  or  less.  (Mlckelsen, 
Tr.  2511;  Lowe,  Tr.  12,  568-70) 

22.  The  term  “serving”  means  that 
reasonable  quantity  of  food  sxiitable  for 
or  practicable  of  consumption  as  a  part 
of  a  meal  by  an  adult  male  engaged  in 
light  physical  activity,  or  by  an  Infant 
or  child  when  the  article  purports  or  is 
represented  to  be  for  Infant  feeding  or 
child  consumption.  (WD-O-Dawson, 
Q&A  17-20;  Mlckelsen,  Tr.  2514,  Exhibit 
P-718,  P-723;  WD-G-Oullberg,  Q&A  42, 
43;  WD-O-Ross,  Q&A  57) 

23.  Among  dietitians  and  nutritionists 
it  is  customary  to  describe  quantities  of 
foods  in  units  of  measure  thought  to  be 
readily  understood  by  consumers  such  as 
teaspoonfuls,  tablespoonfuls,  cupfuls,  and 
slices.  (W£>-G-Dawson,  Q&A  21;  WD- 
CMluUbefg,  Q&A  42;  WI>-0-Ross,  Q&A 
58;  Mlckelsen,  Tr.  2514) 

24.  The  standard  measuring  cup  is  8 
fluid  ounces  or  approximately  240  milli¬ 
liters.  A  tablespoonful  is  the  equivalent 
of  3  teaspoonfuls,  approximately  one- 
half  fluid  oimce,  or  about  15  milliliters. 
A  teaspoon  holds  one-sixth  fluid  oimce  or 
about  5  milliliters.  (WD-0-£>awson,  Q&A 
22-25;  WD-G-GuUberg,  Q&A  44-47,  49) 

25.  Persons  suffering  from  diabetes 
mellltus  are  known  as  “diabetics.”  (WI>- 
QwRicketts,  Q&A  85;  WD-O-Levlne,  Q&A 
171;  Exhibit  P-1082) 

26.  There  is  no  nutritional  difference 
between  a  vitamin  provided  by  a  syn¬ 
thetic  soim:e  and  the  same  vitamin  pro¬ 
vided  by  a  natural  soim:e,  but  the  natural 
source  may  contain  other  ingredients 
which  may  limit  the  absoihability  of  the 
vitamin  provided  by  the  natural  source. 
(Herbert,  Tr.  9937-38,  9984,  10050) 

27.  A  large  number  of  dietary  supple¬ 
ments  on  our  domestic  market  advertise 
or  otherwise  call  attention  to  the  claim 
that  their  ingredients  are  “natural”  or 
derived  from  “natural  sources.”  (Swain, 
Tr.  234-477;  Weissenberg,  Tr.  6554-56, 
8757-58;  Exhibit  P-35,  P-40-43,  P-54. 
P-66-68,  P-70,  P-74) 

28.  More  than  half  of  the  people  in 
the  United  States  are  likely  to  choose 
foods  for  special  dietary  uses  that  con¬ 
tain  ingredients  described  as  “natural” 
or  derived  from  “natural  sources”  in  the 
belief  that  “natural”  foods  are  superior 


to  “synthetic  foods.”  (P-1151,  pages 
BlO-11,  Q  16,  Q  16a.  Q  16b;  WD-O- 
Perloff,  A  44.  45. 46. 49) 

29.  For  a  considerable  time,  the  label¬ 
ing,  promotion,  and  advertising  of  vari¬ 
ous  foods  offered  for  special  dietary  uses 
have  contained  statements  claiming  or 
suggesting  that  these  products  were  ade¬ 
quate  or  effective,  by  virtue  of  their 
vitamin  or  mineral  content,  for  the  treat¬ 
ment,  prevention,  or  mitigation  of  a  large 
variety  of  diseases  and  symptoms. 
(Swain,  Tr.  153,  157-8,  192-3,  199-200, 
212-3,  224-5,  239,  254,  255,  264-72,  276-7, 
286,  288-9,  314,  352,  354-6,  379,  385,  394, 
396,  443-6,  453,  469-71,  478,  487-9;  Weis¬ 
senberg.-  Tr.  5819,  5980,  6017,  6027,  6049, 
6152,  6193,  6347,  6416,  6436,  6443,  6450) 

30.  There  is  no  rationale  for  allowing 
or  encouraging  the  promotion  and  sale 
of  dietary  supplements  of  vitamins  and/ 
or  minerals  to  the  general  American  pop¬ 
ulation  for  the  purpose  of  treating,  pre¬ 
venting.  (H*  curing  diseases  or  symptoms. 
To  the  contrary,  there  is  ample  reason  to 
discourage  such  methods  of  promoting 
foods  for  special  dietary  use.  (Orollman, 
Tr.  1771-2;  Mlckelsen,  Tr.  2520;  Schwei- 
gert,  Tr.  8233-4;  Herbert,  Tr.  9961;  WD- 
O-Ross,  Q&A  62;  Hodges,  Tr.  2994-5; 
Thiessen,  Tr.  26.755-6;  Briggs,  Tr.  28,- 
750-1;  Unglaub,  Tr.  28,942-3;  Waller- 
stein.  Tr.  28,986-90;  Mayer,  Tr.  28,868, 
28,892-8;  Qershoff.  Tr.  29,108-9) 

31.  Lay  persons  are  incapable  of  de¬ 
termining.  by  themselves,  whether  they 
have,  or  are  likely  to  develc^,  vitamin  or 
mineral  deficiencies.  (Orollman,  Tr. 
1771-2,  1782;  Herbert,  Tr.  9961,  9979-80, 
10,029;  Unglaub,  Tr.  28.942;  Wallerstein, 
Tr.  28,989;  Hodges,  Tr.  2994-5;  Mickel- 
sen,  Tr.  2520;  Mayer,  Tr.  28,892-3) 

32.  Since  there  are  persons  in  the 
United  States  who  are  receptive  to  the 
suggestions  that  human  ailments,  to  a 
great  degree,  can  be  prevented,  treated, 
and  cured  by  using  vitamins  and  min¬ 
erals,  it  is  clear  that  representations  or 
suggestions  that  certain  symptoms,  ail¬ 
ments,  or  diseases  result  from  failure  to 
ingest  adequate  amounts  of  vitamins  and 
minerals  will  lead  substantial  numbers 
of  the  population  to  conclude  that  they 
must  buy  dietary  supplements  or  other 
foods  promoted  for  their  vitamin  or  min¬ 
eral  qualities  in  order  to  prevent,  cure, 
or  treat  certain  diseases  or  symptoms. 
(WD-Q-Perloff,  Q&A  23-5;  Weissenberg, 
Tr.  7738-9,  8474-7;  WD-CJ-GuUberg; 
Q&A  14) 

33.  Literally  true  and  scientifically 
accurate  statements  concerning  the  ulti¬ 
mate  physiological  result  of  vitamin  or 
mineral  deficiencies  can  mislead  when 
made  in  connection  with  foods  offered 
for  special  dietary  use  based  upon  their 
vitamin  or  mineral  content.  (Mayer,  Tr. 
28892-3;  Oershoff,  Tr.  29120) 

34.  Vitamin  or  mineral  deficiencies  are 
unrelated  to  the  great  majority  of  symp¬ 
toms  like  tiredness,  nervousness,  and  nm- 
down  condition.  (Herbert,  Tr.  10029) 

35.  When  consumers  read  a  label, 
promotional  material,  or  advertising 
wherein  a  literally  true  statement  is 
made,  e.g.,  “Night  blindness  is  caused 
by  a  lack  of  vitamin  A,”  they  may  fre¬ 
quently  conclude  that  the  symptom  will 


appear  in  them  unless  they  use  the  prod¬ 
uct  being  promoted,  or,  on  the  basis 
that,  even  though  they  may  not  suffer 
from  the  specific  symptoms  described, 
the  product  will  be  generally  good  for 
improving  their  vision.  (WD-Cr-Perloff, 
Q&A  30-31) 

36.  Vitamin  and  mineral  deficiency  are 
considered  to  be  abnormal  conditions 
resulting  from  inadequate  consumption, 
absorption,  transport,  or  utilization  of 
one  or  more  essential  vitamins  or  min¬ 
erals.  The  conditions  are  characterized 
by  speciflc  clinical  signs,  symptoms,  and/ 
or  abnormalities  observed  in  biochemical 
tests,  and  used  together  by  physicians 
to  establish  the  diagnosis.  The  term  “sub- 
clinical”  and  similar  ill-defined  terms 
when  used  to  refer  to  vitamin  or  mineral 
deficiencies,  in  the  labeling  of  foods  for 
special  dietary  use.  are  neither  informa¬ 
tive  nor  meaningful  to  consumers.  (Mlck¬ 
elsen,  Tr.  2537-9;  WD-G-Schaefer,  Q&A 
23,  32-7;  Herbert.  Tr.  9880-5,  9984-5; 
Hodges,  Tr.  2993-4,  3025;  Orollman.  Tr. 
2023,  2252) 

37.  SclentiflcaUy  it  is  inaccurate  to 
state  that  the  quality  of  soil  in  the  United 
States  causes  abnormally  low  concentra¬ 
tions  of  vitamins  or  minerals  in  the  food 
supply  produced  in  this  country.  (Alla¬ 
way,  Tr.  12. 109;  Herbert,  Tr.  10,003) 

38.  There  is  no  relationship  between 
the  vitamin  content  of  foods  and  the 
chemical  composition  of  the  soil  in  which 
they  are  grown.  (Allaway.  Tr.  12,061, 
10-063;  Mlckelsen,  Tr.  2620) 

39.  Mineral  nutrients  in  foods  are  not 
signiflcantly  affected  by  storage,  trans¬ 
portation,  cooking,  and  other  processing. 
(Schweigert,  Tr.  8200,  8223-4;  Mlckelsen. 
Tr.  2621) 

40.  While  some  vitamins  are  susceptible 
to  partial  destruction  through  the  effects 
of  heat,  light,  oxidation,  and  other  physi¬ 
cal  and  chemical  reactions  (Schweigert, 
Tr.  8200-8223) ,  loss  of  nutrients  from  the 
ordinary  effects  of  cooking,  processing, 
transportation,  and  storage  have  not  sig¬ 
niflcantly  impaired  the  nutritional  qual¬ 
ities  of  food  in  the  United  States.  There 
is  no  need  or  scientific  Justification  for 
recommending,  for  example,  the  routine 
use  of  dietary  supplements  of  vitamins 
and  minerals  to  offset  lo.sses  that  occur 
as  a  result  of  these  processes.  (Schwei¬ 
gert,  Tr.  8227-8,  8231;  Mlckelsen,  Tr. 
2527,  2642;  Herbert.  Tr.  9869-70) 

41.  It  is  reasonable  to  prohibit  repre¬ 
sentation  or  suggestions  in  labeling,  pro¬ 
motional  material,  or  advertising  of  foods 
offered  for  special  dietary  use  based  on 
vitamih  and  mineral  qualities,  that  imply 
that  a  dietary  deficiency  of  vitamins  or 
minerals  exists  or  is  threatened  in  the 
United  States  by  virtue  of  loss  of  nutri¬ 
ents  which  occur  from  processing,  trans¬ 
portation,  storage,  and  cooking.  (Schwei¬ 
gert,  Tr.  8233-4) 

42.  Table  salt  has  been  fortified  with 
iodine  in  the  United  States  for  many 
years.  The  usual  level  of  fortification 
with  potassiiun  iodide  is  0.01  percent  by 
weight,  which  is  equivalent  to  0.0076  per¬ 
cent  iodine  (or  about  0.01  percent  io¬ 
dine)  .  This  is  commonly  known  as  iodized 
salt.  (Boehne,  Tr.  2777-8;  Herbert,  Tr. 
9948) 
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43.  There  is  no  necessity  for  iodized 
salt  to  contain  on  its  label  a  statement 
of  the  percent  or  proportion  of  the  rec¬ 
ommended  daily  allowance  for  iodine 
provided  in  a  specified  serving,  partic¬ 
ularly  since  there  is  no  specific  serving 
size  for  salt  and  it  is  used  in  widely  vary¬ 
ing  quantities.  (Herbert,  Tr.  9948;  WD- 
G-Dawson,  Q&A  29) 

44.  The  use  of  dietary  supplements  of 
vitamins  and  minerals  to  ensure  against 
a  specific  inadequacy  of  intaJte  of  these 
nutrients  is  a  function  clearly  distin¬ 
guished  from  the  use  of  vitamin  and 
mineral  preparations  for  therapeutic 
purposes  by  the  administration  of  large 
amounts  of  specific  nutrients  for  the  cor¬ 
rection  of  disorders  in  humans,  and  the 
same  product  should  not  be  used  for  both 
functions.  (Grollman,  Tr.  1680-82;  Her¬ 
bert.  Tr.  9896;  Hodges,  Tr.  2937-40, 
2970-71;  WD-O-Harrison,  Q&A  22;  WD- 
3A-Sebrell.  Q&A  44;  WD-G-Schaefer, 
QfcA  36.  37). 

45.  It  is  often  impractical  to  suiH>ly 
the  iron  needs  of  adult  women  with  con¬ 
ventional  foods,  and  iron  supplementa¬ 
tion  is  often  advisable.  (WD-3A-Sebrell, 
p.  17,  Tr.  26088-89;  Hodges.  Tr.  3068-69; 
WD-46-Olson,  pp.  10-11;  WD-46-Wal- 
lerstein.  pp.  12-13 ;  WD-46-White,  pp.  13- 
14;  WE^O-Schwartz.  pp.  6-7;  WD-46- 
Margen,  p.  7,  Tr.  28713-14;  ExhiWt 
P-651,  p.  59).  Many  women  of  child¬ 
bearing  age,  particularly  including  those 
who  are  pregnant,  ingest  inadequate 
amounts  of  iron  in  the  diets  which  they 
consume  (WI>-46-Mayer,  pp.  14-17; 
Hodges.  Tr.  6738;  WD-65-Vitale.  p.  5, 
Tr.  31914;  WD-46-Unglaub,  p-30;  WD- 
46-Schwajlz,  pp.  6-10;  WD-46-Waller- 
stein,  pp.  9,  11-12,  Tr.  28976;  WD-46- 
Olson,  p.  11;  WI>-46-Margen,  p.  10; 
Goodhart,  Tr.  30179;  WD-46-Briggs, 
p.  27;  WD-46-White.  pp.  12-14;  Krehl, 
Tr.  27218-19;  Exhibit  P-651,  pp.  58-59). 
The  iron  intake  of  many  adolescent  girls 
and  menstruating  wconen  is  10  milli¬ 
grams  or  less  each  day.  This  value  is  con¬ 
sistent  with  the  1,500  to  2,000  calorie  diet 
of  sedentary  women.  In  addition,  the 
iron  requirements  of  infancy  and  of  the 
latter  half  of  pregnancy  are  clearly  in 
excess  of  what  may  be  obtained  from  a 
conventional  xmfortified  diet.  (Exhibit 
0-612-46,  pp.  120-121). 

Proposed  Conclusions  or  Law 

A.  With  respect  to  S  125.1  Definitions 
and  interpretations  of  terms: 

The  Commissioner  has  carefully  re¬ 
viewed  the  history  of  the  “special 
dietary’’  designation  for  foods  to  which 
nutrients'  have  been  added.  At  the  time 
the  original  regulations  relating  to  “spe¬ 
cial  dietary’’  foods  were  being  devdoped, 
it  appeared  reasonable,  on  the  basis  of 
nutrition  knowledge,  to  classify  fortified 
foods  as  special,  and  to  require  labeling 
under  21  CPR  Part  125.  Over  the  years 
the  science  of  nutrition  has  moved  for¬ 
ward,  and  the  general  requirement  for 
nutrients,  on  a  daily  basis,  have  been 
better  established.  In  addition,  foods  of 
all  kinds  are  recognized  as  the  preferred 
source  of  nutrients.  ’The  majority  of 
those  foods  categorized  as  “special 


dietary  foods"  in  the  past  for  purposes 
of  requiring  nutrient  labeling  are  in  fact 
intended  for  consumption  by  the  general 
population  as  conventional  foods. 

The  development  of  general  nutrition 
labeling  regulations,  available  for  use  on 
all  foods,  has  beccmie  of  primary  concern 
to  all  consmners,  because  of  the  ever  in¬ 
creasing  complexity  of  the  conventional 
food  supply.  ’The  use  of  the  special 
dietary  labeling  under  21  CFR  Part  125 
for  conventional  foods  with  added  nutri¬ 
ents  can  no  longer  be  considered  ade¬ 
quate  to  provide  the  ccmsumer  with  a 
complete  understanding  of  proper  use  of 
such  foods  in  the  diet,  liie  Commis¬ 
sioner  has,  therefore,  established  that 
nutrition  labeling  (21  CFR  1.17)  is  the 
required  form  of  labeling  for  foods  with 
added  nutrients,  or  for  which  the  manu¬ 
facturer  makes  nutritional  claims  or 
provides  nutrition  information  on  the 
label  or  in  the  labtilng  or  advertising. 

It  is  recognized  that  high  levels  of 
nutrient  additions  may  occiu*  for  which 
labtilng  for  special  dietary  uses  is  ap¬ 
propriate.  Thus,  a  relationship  between 
nutrition  labeling  (21  cm  1.17)  and  the 
standard  of  Identity  for  dietary  sunile- 
ments  (21  CFR  80.1)  has  been  estab¬ 
lished,  providing  that  food  with  nutrients 
added  up  to  levels  of  50  percent  of  the 
U.S.  ReoHiunended  Dally  Allowance 
(U.S.  RDA)  will  be  labeled  under  21 
CFR  1.17,  and  that  food  with  nutrients 
added  at  lev^s  between  50  percent  and 
150  percent  of  the  UE.  RDA  or  greater 
will  be  subject  to  the  provisicms  of  21 
C7FR  80.1  and  labeled  under  21  CFR  1.17. 

Within  3  broadly  defined  groups  (in¬ 
fants  and  children  under  4  years  of  age. 
adults  and  children  4  or  more  years  of 
age,  and  pregnant  or  lactatlng  women) 
values  can  be  selected  from  the  almost 
390  RDA  values,  as  well  as  information 
on  the  needs  of  each  group  for  4  nutrients 
for  which  there  are  no  RDA’s.  In  order 
to  provide  the  consumer  meaningful 
labeling  it  is  necessary  to  provide  a  sin¬ 
gle  level  of  RDA  values  for  each  of  the 
above  groups. 

Selection  of  reasonable  values  for 
labeling  purposes  was  done  primarily  by 
choosing  the  highest  RDA  v^ue  for  each 
of  the  three  groups.  This  was  done  so 
that  the  needs  of  all  individuals  in  the 
age  group  would  be  included,  recogniz¬ 
ing  that  the  needs  of  many  would  be  siu*- 
passed  by  the  selected  value.  Since  there 
is  no  danger  to  health  inherent  in  this 
approach,  and  it  does  not  significantly 
affect  the  traditional  concept  of  teaching 
consumers  about  the  nutrient  contribu¬ 
tion  of  specific  foods,  the  selection  which 
is  made  is  reasonable  for  the  purpose 
stated. 

Ihe  Commissioner  realizes  that  legal 
challenge  may  be  brought  against  the 
new  aivroach  to  nutrition  labeling  in 
21  CFR  1.17.  If  21  CFR  1.17  is  found 
invalid  for  any  reason  it  will  be  neces¬ 
sary  to  resxune  the  labeling  of  foods  with 
added  nutrients,  or  for  which  nutri¬ 
tional  claims  are  made,  under  21  CFR 
Part  125.  The  Commissioner  is  therefore 
keeping  the  record  <m  this  portion  of  the 
hearing  open,  for  this  limited  purpose,  in 
the  event  that  it  becomes  necessary  to 


amend  this  tentative  order  or  to  issue 
a  supplemental  tentative  order  to  pro^ 
vide  for  labeling  of  this  type  pursuant 
to  21  CFR  Part  125  in  Ueu  of  21  CPR  1.17. 

Accordingly,  the  Commissi<Hier  con¬ 
cludes,  based  on  the  foregoing  state¬ 
ment  in  conjunction  with  the  findings  of 
facts  herein  published,  that: 

1.  It  is  reasonable  and  necessary,  in 
order  to  fully  inform  purchasers  of  the 
value  of  foods  for  special  dietary  uses,  to 
define  “special  dietary  use"  as  set  forth 
in  S  125.1(a). 

2.  It  is  reas(»iable  and  necessary,  in 
order  to  fully  inform  purchasers  of  the 
value  of  foods  for  special  dietary  uses, 
to  establish  “recommended  daily  allow¬ 
ances”  for  essential  nutrients  as  set  forth 
in  §  125.1(b). 

3.  The  “recommended  daily  allow¬ 
ances"  as  set  forth  in  §  125.1(b)  are 
reasonable. 

4.  The  definition  of  “artificial  sweet¬ 
ener,”  as  set  forth  in  §  125.1(c),  is 
reasonable. 

B.  With  respect  to  S  125.2  General 
label  statements:  dietary  properties: 
valtie:  placement: 

Over  the  years  there  have  been  a  num¬ 
ber  of  ingr^ents  or  products  marketed 
as  nutrients  and  nutritional  supplements, 
which  have  not  been  shown  to  be  essen¬ 
tial  in  human  nutrition.  This  point  was 
discussed  in  considerable  detail  during 
the  1968-70  special  dietary  hearings  held 
by  the  Food  and  Drug  Administration. 
Among  ingredients  or  products  of  this 
type  are  rutin,  other  bioflavonoids,  para- 
aminobenzoic  acid.  Inositol,  and  similar 
ingredients,  products,  and  compounds. 
These  ingr^ients  or  products  have  fre¬ 
quently  been  combined  with  vitamins 
and  minerals  or  otherwise  represented  as 
a  type  of  nutritional  supplement.  In 
these  situations  there  is  a  false  repre¬ 
sentation  that  these  ingredients  or  prod¬ 
ucts  have  nutritional  value.  The  Com¬ 
missioner  has  concluded  that  ingredlmts 
or  products  of  this  type  may  not  prop¬ 
erly  make  direct  or  implied  nutritional 
claims,  and  that  in  no  instances  can 
these  be  represented  In  any  way  that 
suggests  a  nutritional  value.  Combining 
these  products  with  added  vitamins 
and/or  minerals  in  any  food,  or  adding 
these  ingredients  to  any  food  for  which 
nutrition  labeling  is  used,  or  calling  at¬ 
tention  to  these  products  in  any  manner 
which  would  be  considered  to  imply  some 
nutritional  benefit,  is  Inherently  mis¬ 
leading.  Labeling  of  such  ingredients  or 
products  may  not  state  that  their  useful¬ 
ness  in  human  nutrition  has  not  been 
established,  or  otherwise  disclaim  dietary 
or  therapeutic  value,  since  such  state¬ 
ments  are  also  misleading.  The  Commis¬ 
sioner  recognizes  that  there  are  individ¬ 
uals  who  desire  to  purchase  ingredients 
or  products  of  this  type  for  various  rea¬ 
sons.  These  individuals  have  a  right  to 
obtain  these  ingredients  or  products  as 
long  as  they  are  truthfully  labeled.  Thus, 
ingredients  or  products  of  this  tjrpe  may 
properly  be  marketed  as  individual  in¬ 
gredients,  or  products,  or  mixtures 
thereof,  provided  no  nutritional  or  die¬ 
tary  supplement  claims  are  made. 
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Accordingly,  the  Commissioner  further 
concludes,  based  on  the  foregoing  state¬ 
ment  in  conjunction  with  the  finding  of 
facts  herein  published,  that  it  is  reason- 
form  and  necessary,  in  order  to  fully  in¬ 
form  purchasers  of  the  value  of  foods  for 
special  dietary  uses,  to  require  that  the 
labels  of  such  foods  bear  a  statement  as 
required  and  limited  by  8  125.2  as  set 
forth  in  this  tentative  order. 

C.  With  respect  to  8  125.3  Label  state¬ 
ments  relating  to  vitamins  and  minerals : 

With  the  development  of  nutrition 
labeling  (21  CFR  1.17)  the  use  of  special 
dietary  labeling  under  21  CPR  Part  125 
will  be  for  all  practical  purposes  limited 
to  those  articles  which  piuport  or  are 
represented  to  supply  a  special  dietary 
need  that  exists  by  reason  of  a  physical 
or  physiological  condition,  food  repre¬ 
sented  for  use  as  the  sole  item  of  the 
dai^  diet,  and  dietary  supplements  as 
provided  for  in  21  CFR  80.1. 

The  Commissioner  recognizes  there  are 
foods  which  by  their  nature  may  contain 
nutrients  in  excess  of  100  percent  of  the 
U.S.  RDA  per  serving  or  reasonable  daily 
intake.  The  Commissioner  further  recog¬ 
nizes  Uie  need  for  reasonable  ranges  for 
individual  nutrients  in  dietary  supple¬ 
ments  above  and  below  the  U.S.  RDA. 
The  Commissioner  further  recognizes 
that  departures  from  the  U.S.  RDA  are 
appropriate  for  certain  types  or  classes  of 
foods  for  special  dietary  uses,  e.g.,  chem¬ 
ically  defined  diets  used  in  the  dietary 
management  of  critically  ill  patients. 

Accordingly,  the  Commissioner  con¬ 
cludes,  having  considered  the  findings  of 
fact  and  other  relevant  information,  that 
it  is  reasonable  and  necessary,  in  order 
to  fully  inform  purchasers  of  the  value 
of  foods  for  special  dietary  uses,  to  re¬ 
quire  that  the  labels  of  such  foods,  by 
reason  of  their  vitamin  or  mineral  con¬ 
tent,  bear  a  statement  of  the  percentages 
of  the  recommended  daily  allowances  for 
such  vitamins  and  minerals.  Nutrition 
labeling  imder  21  CFR  1.17  is  not  suf¬ 
ficiently  precise  for  these  special  types  of 
food. 

Tintativk  Order 

Therefore,  on  the  basis  of  the  fore¬ 
going  findings  of  fact  and  conclusions  of 
law  drawn  therefrom:  It  is  ordered.  That 
the  stay  of  effective  date  of  88  125.1 
through  125.3,  promulgated  December  14, 
1966  (31  FR  15730),  be  ended,  and  that 
Parts  1.  3,  and  125  of  Title  21  of  the 
Code  of  Federal  Regulations  be  amended 
as  follows: 

PART  1— REGULATIONS  FOR  THE 
ENFORCEMENT  OF  THE  FEDERAL 
FOOD,  DRUG,  AND  COSMETIC  ACT 
AND  THE  FAIR  PACKAGING  AND 
LABELING  ACT 

§  1.11  [Revoked] 

1.  The  provisions  of  8 1.11  Special  di¬ 
etary  uses  are  hereby  revoked. 


PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

§  3.9  [Revoked] 

2.  The  provisions  of  8  3.9  Label  declara¬ 
tion  of  vitamin  E  in  food  for  special  di¬ 
etary  use  is  hereby  revoked. 

§  3.32  [Revoked] 

3.  The  provisions  of  8  3.32  Label  dec¬ 
laration  of  vitamin  Bu  and  folic  acid  in 
food  for  special  dietary  uses  is  hereby 
revoked. 

§  3.46  [Revoked] 

4.  The  provisions  of  8  3.46  Interpreta¬ 
tions  of  orders  relating  to  dietary  supple¬ 
ments;  vitamin  and  mineral- fortified 
foods;  foods  for  special  dietary  use  are 
hereby  revoked. 


PART  125 — LABEL  STATEMENTS  CON¬ 
CERNING  DIETARY  PROPERTIES  OF 
FOOD  PURPORTING  TO  BE  OR  REP¬ 
RESENTED  FOR  SPECIAL  DIETARY 
USES 

5.  The  provisions  of  88  125.1.  125.2,  and 
125.3  are  revised  to  read  as  follows: 

§  125.1  Definitions  and  interpretations 
of  terms. 

The  definitions  and  interpretations  of 
terms  contained  in  section  201  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 


shall  be  applicable  with  the  following 
additions: 

(a)  The  term  “special  dietary  use”  as 
applied  to  food  (including  dietary  sup¬ 
plements)  used  by  man  means  a  par¬ 
ticular  use  for  which  an  article  purports 
or  is  represented  to  be  used,  including 
but  not  limited  to  the  following: 

(1)  Supply  a  special  dietary  need  that 
exists  by  reason  of  a  physical,  physio¬ 
logical,  or  other  condition,  including  but 
not  limited  to  the  conditions  of  con¬ 
valescence.  pregnancy,  lactation,  in¬ 
fancy,  allergic  hypersensitivity  to  food, 
xmderwelght,  overweight,  diabetes  mel- 
lltus,  or  the  need  to  control  the  intake  of 
sodiiun.  The  use  of  an  artificial  sweet¬ 
ener  in  a  food,  except  when  specifically 
and  solely  used  for  achieving  a  physical 
charactei^tic  in  the  food  which  cannot 
be  achieved  with  sugar  or  other  nutritive 
sweetener,  shall  be  considered  a  use  for 
regulation  of  the  intake  of  calories  and 
available  carbohydrate,  or  for  use  in  the 
diets  of  diabetics. 

(2)  Supplying  a  vitamin,  mineral,  or 
other  dietary  property  for  use  by  man  to 
supplement  his  diet  by  increasing  the 
total  dietary  Intake,  except  for  foods  for 
which  nutrition  labeling  is  used  as  re¬ 
quired  pursuant  to  8 1.17  of  this  chapter. 

(3)  Supplying  a  special  dietary  need  by 
reason  of  being  a  food  for  use  as  the  sole 
item  of  the  diet. 

(b)  The  term  “n.S.  Recommended 
Dally  Allowance  (U.S.  RDA)  “  means  the 
following  dally  amounts  of  the  follow¬ 
ing  vitamins  and  minerals: 


VlUunlns  and  mlnenls  * 


Unit  of  measurement 


Infants  and  Adults  and  Pregnant  or 
children  under  children  4  oi'  lactating 
4  years  of  age  more  years  of  women 
age 


Vitamin  A . International  units. 


Vitamin  D . 

Vitamin  E . 

Vitamin  C . 

. do . 

. do. . 

Folks  add . 

Thiamine . 

Riboflavin . 

Niacin . 

Vitamin  B* . 

Vitamin  Bu . 

. doT- . 

. do . 

. do . 

. do . 

Biotin . 

Panthothenlc  Acid . 

Phosphorus . 

Iodine . 

Iron . 

. Micrograms . 

. Milligrams . 

Magnesium . do. 

Copper . do. 

Zinc . do. 


2,300 

5,000 

8,000 

400 

400 

400 

10 

30 

30 

40 

60 

60 

a2 

a4 

as 

a: 

1.5 

1.7 

as 

1.7 

ZO 

0.0 

20 

20 

ar 

2.0 

Z5 

> 

% 

8 

.15 

aa 

as 

AO 

10 

10 

as 

1.0 

1.3 

as 

1.0 

1.3 

70 

130 

130 

10 

18 

18 

200 

400 

430 

1.0 

2.0 

ZO 

AO 

15 

15 

>  The  following  synonyms  may  be  added  In  parentheses  Immediately  following  the  name  of  the  vitamin: 


Vitamin 

Vitamin  C . 

Folic  aeld . 

Riboflavin . 

Thiamine . 


Synonym 
Ascorbic  acid, 
folacin. 
vitamin  Bt. 
vitamin  Bi. 


(c)  In  addition  to  the  vitamins  and 
minerals  listed  in  paragraph  (b)  of  this 
section,  vitamin  K  and  the  minerals 
chlorine,  potassium,  sodium,  sulfur, 
fluorine,  and  manganese  are  recognized 
Hs  essential  in  human  nutrition,  but  no 
U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  has  been  established  for 
these  nutrients. 


(d)  The  term  “artificial  sweetener” 
means  a  sweetening  substance  not  used 
in  normal  metabolism  as  a  source  of 
calories. 

(e)  The  term  “infant”  means  a  per¬ 
son  not  more  than  12  months  of  age. 

(f)  The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for  or 
practicable  of  consumption  as  part  of  a 
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meal  either  by  an  adult  male  engaged  in 
light  physical  activity,  or  by  an  Infant 
or  child  when  the  article  purports  or  is 
represented  to  be  for  infant  feeding  or 
child  consumption.  A  label  statement 
regarding  a  serving,  as  used  in  this  part, 
shall  be  in  terms  of  a  convenient  imit 
of  such  food  or  a  convenient  unit  of 
measure  that  can  be  readily  understood 
by  purchasers  of  such  food,  e.g.,  a  serving 
may  be  expressed  in  terms  of  slices, 
cookies,  or  wafers,  or  in  terms  of  ounces, 
fluid  ounces,  teaspoonfuls,  tablespoon¬ 
fuls,  or  cupfuls.  A  teaspoonful  shall  be 
considered  to  mean  5  milliliters  (approxi¬ 
mately  Ve  fluid  ounce)  in  volume:  a 
tablespoonful  shall  be  considered  to 
mean  15  milliliters  (approximately  Vi 
fluid  oxmce)  in  volume;  and  a  cup¬ 
ful  shall  be  considered  to  mean  240  milli¬ 
liters  (approximately  8  fluid  ounces)  in 
volume. 

(g)  The  term  “diabetic”  means  a  per¬ 
son  having  diabetes  mellitus. 

(h)  Any  product  containing  more  than 
the  upper  limit  of  the  U.S.  RDA  of  a  vita¬ 
min  or  mineral  is  a  drug,  except  for  a 
food  represented  for  use  solely  under 
medical  supervision  in  the  dietary  man¬ 
agement  of  speciflc  diseases  and  dis¬ 
orders. 

§  125.2  General  label  statements;  dieUry 
properties;  value;  placement. 

(a)  If  a  food  piuports  or  is  represented 
to  be  for  any  special  dietary  use,  imless 
covered  by  other  regulations,  the  prin¬ 
ciple  display  panel  of  its  label  shall  bear 
a  conspicuous  statement  of  the  useful¬ 
ness  of  the  food,  limited  to  a  listing  of 
the  dietary  properties  upon  which  such 
use  is  bas^:  Provided,  however.  That  if 
insufficient  space  is  avsiilable  on  the  prin¬ 
ciple  display  panel,  the  information  panel 
may  be  us^  (21  CFR  1.8d),  if  such  use 
is  consistent  with  §  1.9  of  this  chapter. 
Such  statement  shall  show  the  presence 
or  absence  of  any  substance,  any  altera¬ 
tion  of  the  quantity  or  character  of  any 
constituent,  and  any  other  special  dietary 
property  of  such  food  upon  which  such 
use  is  based. 

(b)  A  food  which  purports  or  is  rep¬ 
resented  to  be  a  food  for  special  dietary 
use  shsdl  be  deemed  to  be  misbranded  un¬ 
der  sections  201(n)  and  403  (a)  and  (J) 
of  the  act  (21  U.S.C.  321  (n).  343  (a)  and 
( j ) ) ,  if  its  labeling  bears  any  statement, 
vignette,  or  other  printed  or  graphic  mat¬ 
ter  that  represents,  suggests,  or  implies; 

( 1 )  That  the  food,  because  of  the  pres¬ 
ence  or  absence  of  certain  vitamins  and/ 
or  minerals,  is  adequate  or  effective  in 
the  prevention,  cure,  mitigation,  or  treat¬ 
ment  of  any  disease  or  symptom,  except 
that  the  label  may  state  that  the  food 
is  a  source  of  an  essential  nutrient  and 
that  this  nutrient  is  important  for  good 
nutrition  and  health,  and  except  that 
this  provision  shall  not  apply  to  foods 
represented  for  use  solely  under  medical 
supervision  in  the  dietary  management 
of  speciflc  diseases  and  disorders. 

(2)  That  a  diet  of  ordinary  foods 
cannot  supply  adequate  amoomts  of 
nutrients. 

(3)  That  the  Iswk  of  optimum  nutri¬ 
tive  quality  of  a  food,  by  reason  of  the 


soil  on  which  that  f(x>d  is  grown,  is  or 
may  be  responsible  for  an  Inadequacy 
or  deficiency  in  the  daily  diet. 

(4)  That  the  storage,  transportation, 
processing,  or  c(X)king  of  a  food  is  or  may 
be  responsible  for  an  inadequacy  or  de¬ 
ficiency  in  the  quality  of  diets. 

(5)  That  the  food  has  dietary  proper¬ 
ties  when  such  properties  are  of  no  sig- 
niflcant  value  or  need  in  human  nutri¬ 
tion.  Ingredients  of  products  such  as  ru¬ 
tin,  other  bioflavonoids,  para-aminoben- 
zoic  acid,  inositol,  and  similar  substances 
which  have  in  the  past  been  represented 
as  having  nutritional  properties  but 
which  have  not  been  shown  to  be  essen¬ 
tial  in  human  nutrition  may  not  be  com¬ 
bined  with  vitamins  and/or  minerals, 
added  to  f(x>d  labeled  in  accordance  with 
this  section,  or  otherwise  used  or  rep¬ 
resented  in  any  way  which  states  or 
implies  nutritional  benefit.  Ingredients 
or  products  of  this  type  may  be  mar¬ 
keted  as  individual  products  or  mixtures 
thereof:  Provided.  Iliat  the  possibility 
of  nutritional,  dietary,  or  therapeutic 
value  is  not  stated  or  implied,  e.g.,  their 
labeling  does  not  state  that  their  use¬ 
fulness  in  human  nutrition  has  not  been 
established  and  does  not  otherwise  dis¬ 
claim  nutritional,  dietary,  or  therapeu¬ 
tic  value. 

(6)  That  a  natural  vitamin  in  a  food 
is  superior  to  an  added  or  synthetic  vi¬ 
tamin,  or  that  there  is  a  difference  be¬ 
tween  vitamins  naturally  present  and 
those  that  have  been  added. 

§  125.3  Label  atatemenU  relating  to 
vitamins  and  minerals. 

(a)  If  a  food  purports  or  is  represented 
to  be  for  special  dietary  use  broause  of 
vitamin  or  mineral  pro(>erties,  the  label 
shall  bear  a  statement  of  the  percent¬ 
age  of  the  U.S.  RDA  of  such  vitamins 
and  minerals,  as  set  forth  in  §  125.1(b). 
suplied  by  such  food  when  consiuned  in 
a  specified  quantity  during  a  period  of 
l,day.  The  quantity  specified  shall  be 
a'  reasonable  quantity  suitable  for  and 
practicable  of  consumption  within  1  day. 
The  order  in  which  the  nutrients  appear 
on  the  label  shall  be  in  the  order  listed 
in  S  125.1(b),  except  when  other  regu¬ 
lations  indicate  otherwise.  Immediately 
preceding  the  declaration  of  vitamin  and 
mineral  content,  the  following  heading 
shall  be  stated,  “Percentage  of  U.S. 
Recommended  Daily  Allowances  (U.S. 
RDA)”.  If  such  purported  or  repre¬ 
sented  special  dietary  use  is  for  persons 
within  one  or  more  groups  for  which  the 
recommended  daily  allowance  is  set, 
such  statement  shall  include  the  per¬ 
centage  for  each  age  group.  When  such 
proportion  or  percentage  is  a  whole  num¬ 
ber  and  a  fraction  or  a  whole  number 
and  a  decimal,  it  may  be  expressed  as 
the  whole  number  disregarding  the  frac¬ 
tion  or  decimal.  The  total  quantity  of 
vitamins  or  minerals  in  a  food  shall  be 
no  less  than  the  amount  declared,  and 
no  more  than  a  reasonable  amount  above 
the  declared  quantity.  Reasonable  varia¬ 
tions  caused  by  heat,  light,  oxidation, 
storage,  transportation,  or  unavoidable 
deviations  in  good  manufacturing  prac¬ 
tice  are  recognized. 


(b)  The  requirements  of  this  section 
shall  not  apply  to  iodized  salt,  when  the 
declared  content  of  the  iodine  compound 
in  the  salt  is  equivalent  to  0.01  percent 
by  weight  iodine. 

Any  interested  person  whose  appear- 
Vice  was  filed  at  the  hearing  may,  cm  or 
before  March  20. 1973,  file  with  the  Hear¬ 
ing  Clerk,  Department  of  Health,  Eklu- 
cation,  and  Welfare,  Room  6-88,  5600 
Fishers  Lane,  Rockville,  MD  20852,  writ¬ 
ten  exceptions  thereto.  Exceptions  shall 
point  out  with  particularity  the  alleged 
errors  in  the  proposed  flndings  of  fact 
and  tentative  order,  and  shall  contain 
speciflc  references  to  the  pages  of  the 
transcript  of  testimony  and  to  the  ex¬ 
hibits  on  which  the  exceptions  are  based. 
Exceptions  and  accompanying  briefs 
should  be  submitted  in  quintuplicate. 

Dated:  January  12.  1973. 

Charles  C.  EIdwaros, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-897  Filed  1-18-73:8:45  am] 


[  21  CFR  Parts  3,  20  1 
FROZEN  DESSERTS 

Mellorine,  Parevine;  Proposal  To 

Establish  Standards  of  Identity 

The  White  House  Conference  on  Pood, 
Nutrition,  and  Health  was  held  in  De¬ 
cember  1969.  The  final  report  of  the  con¬ 
ference  made  many  recommendations 
regarding  food  standards  promulgated 
under  Section  401  of  the  P^eral  Pood, 
Drug,  and  Cosmetic  Act.  Among  these 
were  recommendations: 

1.  That  a  standard  of  characterization 
for  f(x>d  should  specify  the  characteriz¬ 
ing  properties  or  ingredients  of  the  food, 
and  perhaps  establish  a  required  mini¬ 
mum  level  for  them,  but  should  not  spec¬ 
ify  other  ingredients  that  may  be  used 
by  chemical  name. 

2.  That  a  complete  statement  of  in¬ 
gredients  be  required  on  every  food  label, 
including  labels  of  food  covered  by  Gov¬ 
ernment  standards. 

3.  That  technical  chemical  designa¬ 
tions  be  simplified  to  make  the  statement 
of  ingredients  more  meaningful  and  un¬ 
derstandable  to  consumers. 

4.  That  informative  generic  names 
should  be  considered  in  place  of  the  over 
simplified  “imitation”  label.  The  term 
“imitation”  on  product  labels  has  er¬ 
roneously  been  applied  not  only  to  new 
products  that  are  inferior  to  the  tradi¬ 
tional  foods  they  resemble,  but  also  to 
new  products  that  are  equal  or  superior 
to  traditional  foods. 

A  vegetable  fat  frozen  dessert  resem¬ 
bling  ice  cream  and  known  as  “mello- 
rine”  was  first  marketed  in  Texas  in  1942. 
Since  that  time  25  States  have  either  es¬ 
tablished  regulations  for  or  in  some  other 
way  allowed  distribution  of  such  frozen 
dessert  products  resembling  ice  cream. 
Included  in  this  group  of  frozen  desserts 
is  the  product  known  as  “parevine,” 
which  is  similar  to  mellorine  but  contains 
no  milk  or  meat  or  milk  or  meat  derived 
ingredients.  Federal  definitions  and 
standards  of  identity  have  been  estab- 
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lished  for  frozen  desserts  which  do  not 
permit  fat  or  oil  ingredients  other  than 
milkfat.  and  a  formal  statement  of  policy 
or  interpretation  (21  CFR  3.39)  has  been 
Issued  to  require  the  name  “Imitation  ice 
cream”  on  vegetable  fat  products  made 
in  semblance  of  ice  cream.  The  conflict¬ 
ing  provisions  of  regiilatlons  promulgated 
pursuant  to  Uie  Federal  Food,  Drug,  and 
cosmetic  Act  with  the  various  State  reg¬ 
ulations  have  had  the  effect  of  inhibiting 
the  movement  of  these  products  in  in¬ 
terstate  commerce.  Since  mellorlne  and 
parevine  now  appear  to  be  the  common 
or  usual  names  of  these  products,  the 
Commissioner  proposes  to  revoke  8  3.39. 
and  establish  identity  standards  for  these 
foods. 

Other  products  which  resemble  ice 
cream,  and  which  do  not  conform  to 
either  of  the  standards  set  forth  below 
for  mellorlne  and  parevine,  are  theoreti¬ 
cally  possible.  It  is  not  the  intention  of 
the  Commissioner  of  Food  and  llhigs, 
in  proposing  identity  standards  for  mel- 
lorine  and  parevine,  to  preclude  the  man¬ 
ufacture  of  such  frozen  desserts  under 
appropriately  descriptive  names.  How'- 
ever,  standards  of  identity  for  such  prod¬ 
ucts  are  not  proposed  at  this  time  because 
the  products  do  not  yet  appear  to  be  sig- 
niflcant  items  of  commerce,  as  are 
mellorlne  and  parevine. 

Accordingly,  it  is  proposed  that: 

§  3.39  [Revoked] 

1.  Part  3  be  amended  by  revoking 
8  3.39. 

2.  Part  20  be  amended  by  adding  two 
new  sections  to  provide  for  standards  of 
identity  for  mellorlne  and  parevine,  as 
set  forth  below: 

§20. —  Mellorlne;  identity. 

(a)  Description.  Mellorlne  is  the 
frozen  food  produced  by  freezing,  while 
stirring,  a  pasteurized  mix  consisting  of 
safe  and  suitable  ingredients,  including 
but  not  limited  to  nonfat  milk  solids 
and  animal  or  vegetable  fat,  only  part 
or  which  may  be  milkfat.  M^orine  con¬ 
tains  not  less  than  6.0  percent  by  weight 
of  fat,  and  nonfat  milk  solids  from  milk, 
skim  milk  or  buttermilk  in  such  quantity 
that  the  milk  protein  contributed  thereby 
is  not  less  than  3  percent  by  weight  of 
the  finished  food.  Mellorlne  is  sweetened 
with  nutritive  sweetener  and  is  flavored. 
Mellorlne  contains  not  less  than  1.6 
poimds  of  total  solids  to  the  gallon  and 
weighs  not  less  than  4.5  pounds  to  the 
gallon. 

(b)  Fortification.  Vitamin  A  is  present 
in  a  quantity  which  will  insure  that  40 
International  Units  (I.U.)  are  avsdlable 
for  each  gram  of  fat  in  mellorlne.  This 
requirement  will  be  deemed  to  have  been 
met  if  reasonable  overages,  within  limits 
of  good  manufacturing  practice,  are 
added  to  insure  that  the  required  vitamin 
level  is  maintained  throughout  the  ex¬ 
pected  shelf  life  of  the  food  under  cus¬ 
tomary  conditions  of  distribution. 

(c)  Definitions.  For  the  purposes  of 
this  section: 

( 1 )  A  pasteurized  mix  is  one  which  has 
been  heated  uniformly  to  one  of  the 
temperatures  specifled  in  the  table  be¬ 


low,  and  hdd  continuously  at  or  above 
that  temperature  for  the  specifled  time. 
Temperature  Time 

165°  F _ SO  minutes 

175*  P _ 25  seconds 

(2)  Safe  and  suitable  ingredients  are 
functionally  suitable  substances  that  are 
not  food  additives  or  color  additives 
within  the  meaning  of  section  201  (s) 
or  (t)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act,  or  if  they  are  addlvites 
as  so  defined,  they  are  used  in  conformity 
with  regulations  established  pursuant  to 
section  409  or  706  of  the  act.  They  are 
used  only  in  such  amounts  as  are  rea¬ 
sonably  necessary  to  accomidish  th^r 
intended  effect. 

(d)  Methods  of  Analysis.  Fat  content 
shall  be  determined  by  the  method  con¬ 
tained  in  the  “Official  Methods  of  Anal¬ 
ysis  of  the  Association  of  OflBcial  Ana¬ 
lytical  Chemists.”  11th  Ed.,  1970 — “Fat, 
Roese-Qottlleb  Method — Official  Final 
Action,”  section  16.228.^ 

(e)  Nomenclature.  The  name  of  the 
food  is  “mellorlne.”  The  food  shall  be 
labeled  in  compliance  with  Part  1  of  this 
chapter.  For  the  purposes  of  8 1.12  of  this 
chapter:  (1)  An  artificial  flavor  simulat¬ 
ing  the  characterizing  flavor  shall  be 
deemed  to  predominate: 

(i)  In  the  case  of  vanilla  beans  or 
vanilla  extract  used  in  combination  with 
vanillin  if  the  amount  of  vanillin  used  is 
greater  than  1  oimce  per  tmit  of  vanilla 
constituent,  as  that  term  is  defined  in 
8  22.1(c)  of  this  chapter. 

(ii)  In  the  case  of  fruit  or  fruit  Juice 
used  in  combination  with  artificial  fruit 
flavor,  if  the  quantity  of  the  fruit  or  fruit 
Juice  used  is  such  that,  in  relaticm  to  the 
weight  of  the  finished  mellorine,  the 
weight  of  the  fruit  or  fruit  Juice,  as  the 
case  may  be  (including  water  necessary 
to  reconstitute  partiaUy  or  wholly  dried 
fruits  or  fruit  Juices  to  their  original 
moisture  content)  is  less  than  2  percent 
in  the  case  of  citrus  mellorlne,  6  percent 
in  the  case  of  berry  or  cherry  mellorine, 
and  10  percent  in  the  case  of  mellorine 
prepared  with  other  fruits. 

(iii)  In  the  case  of  nut  meats  used  in 
combination  with  artiflcial  nut  flavor,  if 
the  quantity  of  nut  meats  used  is  such 
that,  in  relation  to  the  finished  mellorine, 
the  weight  of  the  nut  meats  is  less  than 
2  percent. 

(iv)  m  the  case  of  two  or  more  fruits 
or  fruit  Juices,  or  nut  meats,  or  both, 
used  in  ccnnbination  with  artiflcial  fla¬ 
vors  simulating  the  natural  flavors  and 
dispersed  throughout  the  food,  if  the 
quantity  of  any  fruit  or  fruit  Juice  or 
nut  meat  is  less  than  one-half  the  appli¬ 
cable  percentage  specifled  in  paragraph 
(e)  (ii)  or  (iii)  of  this  section.  For  ex¬ 
ample,  if  a  combination  mellorine  con¬ 
tains  less  than  5  percent  of  bananas  and 
less  than  1  percent  of  almonds  it  would 
be  “Artificially  flavored  banana-almond 
mellorlne.”  However,  if  it  contains  more 
than  5  percent  of  bananas  and  more  than 

^  Copies  may  be  obtained  from  Association 
of  Official  Analytical  Chemists.  Post  Office 
Box  640,  Benjamin  Franklin  Station.  Wash¬ 
ington.  DC  20044. 


1  percent  of  almonds  it  would  be 
“Banana-almond  flavored  mellorine.” 

(2)  If  two  or  more  flavors  of  mellorine 
are  distinctively  combined  in  one  pack¬ 
age,  e.g.,  “Nesq>olitan”  mellorine,  the  ap¬ 
plicable  provisions  of  this  paragraph 
shall  govern  each  flavor  of  mellorlne 
comprising  the  combination. 

(f)  Label  declaration.  The  common 
name  of  each  of  the  ingredients  used 
shall  be  declared  on  the  label  as  required 
by  the  f^pllcable  sections  of  Part  1  of 
this  chapter  and  nutrition  labeling  shall 
be  presented  in  conformity  with  the  re¬ 
quirements  prescribed  in  8  1.17  of  this 
chapter,  except  that: 

(1)  Concentrated  skim  milk,  nonfat 
dry  milk,  and  recmistituted  skim  milk 
prepared  by  addition  of  water  to  concen¬ 
trated  skim  milk  or  nonfat  dry  milk  may 
be  declared  as  “skim  milk.” 

(2)  Concentrated  milk,  dried  milk,  and 
reconstituted  milk  prepared  by  addition 
of  water  to  milk  or  dried  milk  may  be  de¬ 
clared  as  “milk.” 

(3)  Sweetcream  buttermilk,  concen¬ 
trated  sweetcream  buttermilk,  and  dried 
sweetcream  buttermilk  may  be  declared 
as  “buttermilk.” 

(4)  Cheese  whey,  concentrated  cheese 
whey,  and  dried  cheese  whey  may  be  de¬ 
clared  as  “whey,” 

(5)  C?ream,  dried  cream,  plastic  cream 
(sometimes  known  as  concentrated  milk¬ 
fat)  ,  and  anhydrous  milkfat  may  be  de¬ 
clared  as  “cream.” 

§  20. —  Parevine. 

(a)  Description.  Parevine  is  the  frozen 
food  produced  by  freezing,  while  stirring, 
a  pasteurized  mix  consisting  of  safe  and 
suitable  ingredients  including,  but  not 
limited  to,  vegetable  fat  and  sources  of 
'^gg  or  vegetable  protein;  but  excluding 
milk,  meat,  and  any  milk  or  meat  derived 
ingr^ents.  Parevine  contains  not  less 
than  6  percent  by  weight  of  fat  and  not 
less  than  3  percent  by  weight  of  protein. 
Parevine  is  sweetened  with  nutritive 
sweetener  and  is  flavored.  Parevine  con¬ 
tains  not  less  than  1.6  poxmds  of  total 
solids  to  the  gallon  and  weighs  not  less 
than  4.5  ix>unds  to  the  gallon. 

(b)  Fortification.  Vitamin  A  is  present 
in  a  quantity  which  will  insure  that  40 
International  Units  (I.U.)  are  available 
for  each  gram  of  fat  in  parevine.  This 
requirement  will  bb  deemed  to  have  been 
met  if  reasonable  overages,  within  limits 
of  good  manufacturing  practice,  are 
added  to  insure  that  the  required  vitamin 
level  is  maintained  throughout  the  ex¬ 
pected  shdf  life  of  the  food  under  cus¬ 
tomary  conditions  of  distribution. 

(c)  Definitions.  For  the  purposes  of 
this  section: 

(1)  A  pasteurized  mix  is  one  which 

has  been  heated  uniformly  to  one  of  the 
temperatures  specified  in  the  table  be¬ 
low,  and  held  continuously  at  or  above 
that  temperature  for  the  specifled  time. 
Temperature  Time 

166*  F _ 30  minutes 

176*  F _ 25  seconds 

(2)  Safe  and  suitable  ingredients  are 
functionally  suitable  substances  that  are 
not  food  additives  or  color  additives 
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within  the  meaning  of  section  201  (s)  or 
(t)  of  the  Federal  Pood.  Drug,  and  Cos¬ 
metic  Act,  or  if  they  are  additives  as 
so  defined,  they  are  used  in  conformity 
with  regulations  established  pursuant  to 
section  409  or  706  of  the  act.  They  are 
used  only  in  such  amounts  as  are  rea¬ 
sonably  necessary  to  accomplish  thrir 
intended  effect. 

(d)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Methods  <rf 
Analysis  of  the  Association  of  Official 
Analytical  CSiemists."  11th  Ed.,  1970.' 

(1)  Pat  content — “Pat.  Roese-Oottlieb 
Method — Official  Pinal  Action,”  section 
16.228. 

(2)  Protein  content — “Nitrogen — Of¬ 
ficial  Pinal  Action,  KJeldhl  Method," 
section  16.226. 

(e)  Nomenclature.  The  name  of  the 
food  is  “parevlne.”  The  food  shall  be 
labeled  in  compliance  with  Part  1  of 
this  chapter.  For  the  purposes  of  §  1.12 
of  this  chapter: 

(I)  An  artificial  flavor  simulating  the 
characterizing  flavor  shall  be  denned  to 
predominate: 

(i)  In  the  case  of  vanilla  beans  or  va¬ 
nilla  extract  used  in  comlrination  with 
vanillin  if  the  amoimt  of  vanillin  used  Is 
greater  than  1  ounce  per  unit  of  vanilla 
ccmstituent,  as  that  term  is  deflned  in 
$  22.1(c)  of  this  chapter. 

(II)  In  the  case  (rf  fruit  or  fruit  Juice 
used  in  combination  with  artificial  fruit 
flavor,  if  the  quantity  of  the  fruit  or 
fruit  Juice  used  Is  such  that.  In  relation 
to  the  weight  of  the  finished  parevlne, 
the  w^ght  of  the  fruit  or  fruit  Juice,  as 
the  case  may  be  (including  water  neces¬ 
sary  to  reconstitute  partially  or  wh(^ 
dried  fniits  or  fruit  Juices  to  their  origi¬ 
nal  moisture  content)  is  less  than  2 
percmt  in  the  case  of  citrus  pcu^vine,  6 
percent  in  the  case  of  berry  or  cherry 
parevlne,  and  10  percent  in  the  case  of 
parevlne  prepared  with  other  fruits. 

(iii)  In  the  case  of  nut  meats  used  in 
combination  with  artificial  nut  flavor, 
if  the  quantity  of  nut  meats  iised  is  such 
that,  in  relation  to  the  finished  parevlne, 
the  weight  of  the  nut  meats  is  less  than  2 
percent. 

(iv)  In  the  case  of  two  or  more  fruits 
or  fruit  Juices,  or  nut  meats,  or  both,  used 
in  combination  with  artificial  flavors 
simulating  the  natural  flavors  and  dis¬ 
persed  throughout  the  food,  if  the  quan¬ 
tity  of  any  fruit  or  fruit  Juice  or  nut 
meat  is  less  than  one-half  the  applicable 
percentage  specified  in  paragraph  (e) 
(ii)  or  (iii)  of  this  secti(xi.  For  example, 
if  a  combination  parevlne  contains  less 
than  5  percent  of  bananas  and  less  than 
1  percent  of  almonds  it  would  be  “Artifi¬ 
cially  flavored  banana-almond  parevlne.” 
However,  if  it  contains  more  than  5 
percent  of  bananas  and  more  than  1  per¬ 
cent  of  almonds  it  would  be  “Banana- 
almond  flavored  parevlne." 

(2)  If  two  or  more  flavors  of  parevlne 
are  distinctively  ccmibined  in  one  pack¬ 
age,  e.g.,  “Neapolitan”  parevlne,  the  ap¬ 
plicable  provlkons  of  this  paragraph 
shall  govern  eaudi  flavor  of  parevlne  com¬ 
prising  the  combination. 

^  C<^leB  may  be  obtained  from  Association 
of  Olkial  Analytical  Chemists,  Post  OlSoe 
Box  640,  Benjamin  Ptanklln  Station,  Wash¬ 
ington.  DC  30044. 


(f)  Label  declaration.  The  common 
name  of  each  of  the  ingredients  used 
shall  be  declared  on  the  label  as  required 
by  the  applicable  sections  of  Part  1  of 
this  chapter  and  nutrition  labeling  shall 
be  presented  in  conformity  with  the  re¬ 
quirements  prescribed  in  S  1.17  of  this 
chapter. 

Pursuant  to  provisicxis  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (secs.  401, 
403,  701,  52  Stat.  1046,  as  amended,  1047, 
as  amended,  1055-1056,  as  amended  by 
70  Stat.  919  and  72  Stat.  948;  21  U.S.C. 
341,  343,  371)  and  in  accordance  with 
authority  delegated  to  the  Commissioner 
(21  CFR  2.120),  Interested  persons  are 
invited  to  submit  their  views  in  writing 
(preferably  in  quintuplicate)  regarding 
this  proposal  on  or  before  March  20, 1973. 
Such  views  and  comments  should  he  ad¬ 
dressed  to  the  Hearing  Clerk,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
Room  6-88,  5600  Fishers  Lane,  Rockville. 
MD  20852,  and  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mcm- 
day  through  Friday. 

Dated:  January  12,  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

Note:  Incorporation  by  reference  pro- 
vlsicms  approved  by  the  Director  of  the 
Federal  Register,  January  15, 1973. 

[FR  Doc.73-e96  FUed  1-18-73:8:46  am] 

[  21  CFR  Parts  18,  19,  20,  27,  45  1 

CERTAIN  STANDARDIZED  FOODS 
Nutrition  Labeling 

The  Commissioner  of  Food  and  Drugs 
is  promulgating  elsewhere  in  this  issue 
of  the  Federal  Register  a  new  S  1.17, 
estsUDlishing  nutrition  labeling  for  all 
foods  to  which  vitamins  or  minerals  are 
added  or  for  which  the  manufacturer 
wishes  to  include  information  about  nu¬ 
trient  content  in  labeling  or  advertising. 
The  Commissioner  has  concluded  that 
standardized  f(xxls,  to  which  the  addition 
of  nutrients  is  optional  or  mandatory, 
should  be  labeled  to  comply  with  the  new 
§  1.17  rather  than  the  provisions  of  21 
CFR  Part  125,  which  has  been  the  case 
in  the  past.  The  new  regulation  auto¬ 
matically  has  this  effect. 

Smne  existing  standards  for  enriched 
foods  specifically  require  labeling  in  com¬ 
pliance  with  21  CFR  Part  125.  To  clarify 
the  situation,  the  Commissioner  has  con¬ 
cluded  that  these  standards  should  them¬ 
selves  be  amended  to  refer  directly  to 
the  new  S  1.17  so  that  no  confusion  can 
arise. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  401,  403,  701(a).  52  Stat. 
1040-1042,  1048-1048,  and  1055;  48,  21 
UB.C.  321,  341,  343,  371(a) )  and  under 
authority  delegated  to  him  (21  C7FR 
2.120),  the  Commissioner  proposes  to 
amend  the  following  listed  provisions  in 
existing  standards  of  identity  for  foods 
by  replacing  each  reference  to  21  CFR 
Part  125  with  a  reference  to  21  CFR  1.17, 
e.g.,  the  reference  in  S  27.127(e)  (1)  to 
“for  fo(xl8  which  purport  to  be  or  are 


represented  for  special  dietary  uses  by 
regulations  promulgated  pursuant  to 
section  403(J)  of  the  P^eral  Food,  Drug, 
and  Cosmetic  Act”  will  be  changed  to 
read  “in  §  1.17”: 

Standards  Now  in  Eftect 


2t  CFR  dtation  Subject  matter 


1.  i  18.M6(d) .  Nonfat  dry  milk  fortified  with 

vitamins  A  and  1>. 

2.  (  19.51S(f) .  Low  sodium  colby  cheese. 

3.  I  27.64(c)(2) .  Canned  pineapple  Juice. 

4.  I  27.e0(c)(2)(lv) .  Canned  prune  Juice. 

8.  §  27.80(d)(7) .  Canned  applesauce. 

6.  I  45. 1  (b)(2)  (v) . OleomarRarine,  margarine. 


Final  Orders  Not  Yet  Coshrmed 


21  CFR  citation  Subject  matter  FR  citation 


1.  I  27.168(e) _ Orange  Juice  drink _ (87  FR  6224) 


PROPOSED  standards 


1.  1 18.2(f) .  MUk .  (37  FR  18892) 

2.  i  18.820(0....  Evaporated  milk . (37  FR  18392) 

3.  1  18.625(0 _ Concentrated  milk _  (37  FR  18392) 


STANDARDS  THAT  HAVE  BEXN  STATED 


1.  §27.120(0....  Orange  Juice-drink....  (83  FR  10713) 

2.  §  27.125(0 _ Canned  pineapple-  (33  FR  10713) 

grapefnilt  Julce- 
drlnk. 

3.  127.126(g)...  Canned  fruit  nectars..  (83  FR  10713) 

4.  I  27.127(e) _ Cranberry  Juice  cock-  (S3  FR  10068) 

taU. 

5.  I  27.128(c) _ Artificially  sweetened  (33  FR  10068) 

cranberry  Juice 
cocktail. 

In  those  food  standards  in  which  there 
is  presently  no  reference  to  21  CFH  Part 
125,  although  enrichment  is  provided  and 
siiecial  dietary  food  labding  has 
uniformly  been  required,  e.g.,  enriched 
bread  and  enriched  flour,  21  CFR  17.2 
and  15.10,  It  Is  unnecessary  to  make  any 
change  because  the  terms  of  the  new 
S  1-17  automatically  make  it  applicable 
to  such  products. 

Interested  persons  may,  on  or  before 
February  20,  1973,  file  with  the  Hearing 
Clerk,  Department  of  Health,  Education, 
and  Welfare,  room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  com¬ 
ments  (preferably  in  quintuplicate)  re¬ 
garding  this  proposal.  Comments  may  be 
accompanied  by  a  memorandum  or  brief 
in  support  thereof.  Received  coounents 
may  be  seen  in  the  above  office  during 
working  hours,  Monday  through  Friday. 

Dated:  January  12, 1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 
[FR  Doc.73-894  PUed  1-18-73:8:46  am] 

[  21  CFR  Part  80  1 

DIETARY  SUPPLEMENTS  OF  VITAMINS 
AND  MINERALS 

Definition,  Identity,  and  Label  State¬ 
ments;  Proposed  Findings  of  Fact, 
Conclusions,  and  Tentative  Order 
Following  a  Public  Hearing 

In  the  matter  of  establishing  a  defini¬ 
tion  and  standard  of  identity  for  dietary 
supi^ements  of  vitamins  and  minerals: 
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History 

1.  On  the  initiative  of  the  Commis¬ 
sioner  of  Pood  and  Drugs,  a  notice  of 
proposed  rule  making  in  the  above- 
identified  matter  was  published  in  the 
Federal  Register  of  June  20,  1962  (27 
PR  5815) ,  and  numerous  comments  were 
received  in  response  thereto.  Subse¬ 
quently,  orders  were  published  in  the 
Federal  Register  of  June  18,  1966  (31 
PR  8521  et  seq.),  to  become  effective 
December  15,  1966,  deleting  §  1.11  (21 
CFR  1.11),  exempting  from  labeling  re¬ 
quirements  certain  artificially  sweetened 
foods  (21  CFR  5.5),  establishing  defini¬ 
tions  and  standards  of  identity  for  die¬ 
tary  supplements  of  vitamins  and 
minerals  and  for  vitamin-  and  mineral- 
fortified  foods  (21  CFR  Part  80) ,  and  re¬ 
vising  the  regulations  for  the  labeling  of 
food  for  special  dietary  uses  (21  CFR 
Part  125). 

2.  During  the  30-day  period  provided 
by  the  order  of  Jime  18,  1966,  objections 
and  requests  for  a  public  heari^  were 
filed.  Consequently,  an  order  was  pub¬ 
lished  in  the  Federal  Register  of  Decem¬ 
ber  14,  1966  (31  FR  15730),  staying  the 
effective  date  of  S  5.5,  Part  80,  and  Part 
125,  as  published  in  the  Federal  Register 
of  June  18, 1966,  and  staying  the  effective 
date  of  the  deletion  of  §  1.11.  The  order 
published  in  the  Federal  Register  of 
December  14,  1966,  gave  notice  that  a 
public  hearing  would  be  held  on  the  basis 
of  the  objections  received  and  set  forth 
the  issues  to  be  decided  at  the  hearing. 
Since  the  order  also  contained  amend¬ 
ments  to  the  provisions  of  Parts  80  and 
125  published  in  the  Federal  Register 
of  June  18,  1966,  an  additional  period  of 
30  days  was  provided  for  the  filing  of 
objections  by  persons  adversely  affected. 
Numerous  letters  objecting  to  the  amend¬ 
ments  and  requesting  a  public  hearing 
were  received:  however,  no  substantive 
Issues  not  already  stated  in  the  order  of 
December  14,  1966,  were  raised  by  these 
objections.  A  correction  of  a  printer’s 
error  in  the  order  of  December  14,  1966, 
was  published  in  the  Federal  Register  of 
December  21,  1966  (31  FR  16312). 

3.  Also  published  December  14,  1966 
(31  FR  15746),  was  a  notice  proposing 
that  S  80.2,  the  definition  and  standard 
of  Identity  for  vitamin-  and  mineral- 
fortified  foods,  which  was  established  by 
the  order  of  June  18,  1966,  and  amended 
and  stayed  by  the  order  of  December  14, 
1966,  be  amended  by  adding  to  the  table 
in  paragraph  (c)  the  following  classes  of 
food:  (1)  Frozen  dessert  products  (con¬ 
taining  vegetable  fat  in  lieu  of  butter 
fat)  made  in  semblance  of  ice  cream  or 
ice  milk;  (2)  milk  fortifiers:  (3)  and 
meal  substitutes. 

4.  The  comments  received  in  response 
to  the  proposal  of  December  14,  1966, 
were  considered  and  an  order  was  sub¬ 
sequently  published  in  the  Federal  Reg¬ 
ister  of  April  8,  1967  (32  FR  5736), 
amending  9  80.2  to  add  the  additional 
classes  of  food.  In  response  to  that  order, 
several  objections  and  requests  for  a  pub¬ 
lic  hearing  were  received;  however,  no 
substantive  issues  were  raised  that  were 
not  already  set  forth  in  the  order  of 
December  14,  1966. 


5.  A  notice  was  published  in  the  Fed¬ 
eral  Register  of  April  2,  1968  (33  FR 
5268) ,  scheduling  a  hearing  to  begin  May 
21,  1968,  and  a  prehearing  conference 
to  begin  May  7,  1968.  The  notice  also 
designated  Mr.  £>avid  H.  Harris  as  the 
Hearing  Examiner  for  these  proceedings, 
and  notice  that  he  was  appointed  a  hear¬ 
ing  examiner  was  published  in  the  Fed¬ 
eral  Register  of  May  4,  1968  (33  FR 
6828). 

6.  The  hearing  was  convened  as 
scheduled  May  21,  1968,  and  recessed  the 
same  day  to  p>ermit  continuation  of  pre- 
hearing  conferences.  Notice  was  given  in 
the  Federal  Register  of  June  13,  1968 
(33  FR  8679) .  that  the  hearing  was  being 
reconvened  June  20,  1968.  The  hearing 
was  reconvened  as  scheduled  and  con¬ 
tinued  for  almost  2  years,  closing  on 
May  14,  1970. 

7.  The  taking  of  evidence  with  refer¬ 
ence  to  infant  foods  was  closed  October 
14,  1969.  Pursuant  to  21  CFR  2.96,  and 
limited  to  the  infant  food  portion  of  the 
proceedings,  the  Hearing  Examiner  sub¬ 
mitted  his  report  and  certified  the  rec¬ 
ord  together  with  his  report  to  the  Com¬ 
missioner  of  Food  and  Drugs.  This  Hear¬ 
ing  Examiner’s  Report,  dated  August  26, 
1970,  is  part  of  the  public  record  (Docket 
No.  FTX?-78)  on  file  with  the  Hearing 
Cleric,  Department  of  Health.  Education, 
and  Welfare,  room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852. 

8.  The  Hearing  Examiner  sbsequently 
submitted  his  report  of  the  entire  pro¬ 
ceedings.  except  for  the  previously  sub¬ 
mitted  portion  on  infant  foods,  and  cer¬ 
tified  the  associated  record  together  with 
his  re^rt  to  the  Commissioner  of  Food 
and  Drugs.  This  Hearing  Examiner’s 
Report,  dated  January  25,  1971,  is  part 
of  the  public  record  (Docket  No.  FDC- 
78)  and  is  also  on  file  with  the  Hearing 
Clerk. 

9.  After  review  of  the  Hearing  Ex¬ 
aminer’s  report  and  related  material  on 
the  infant  food  portion  of  the  proceed¬ 
ings,  the  Commissioner  published  in  the 
Federal  Register  of  October  29,  1970 
(35  FR  16737) ,  proposed  findings  of  fact, 
proposed  conclusions,  and  a  tentative 
order  on  label  statements  relating  to  in¬ 
fant  foods,  and  provided  a  30-day  period 
for  filing  of  written  exceptions.  After  re¬ 
view  of  comments  received,  and  further 
review  of  the  Hearing  Examiner’s  Report 
and  related  material,  several  changes 
were  made  in  the  tentative  order,  and 
the  final  order  on  label  statements  relat¬ 
ing  to  infant  foods  (21  CFR  125.5)  was 
published  in  the  Federal  Register  of  De¬ 
cember  10,  1971  (36  PR  23553),  with  an 
effective  date  90  days  from  the  date  of 
publication. 

10.  After  review  of  the  Hearing  Ex¬ 
aminer’s  reiport  and  related  material  on 
the  portion  of  the  proceedings  concern¬ 
ing  vitamin-  and  mineral-fortified  foods, 
the  Commissioner  concluded  that  it 
would  be  in  the  public  interest  to  de¬ 
velop  regulations  for  such  foods  utilizing 
the  approach  of  establishing  nutritional 
quality  guidelines  for  certain  classes  of 
foods,  including  those  to  which  vita¬ 
mins  and/or  minerals  may  be  added. 
These  guidelines  may  replace  the  ap¬ 


proach  of  developing  standards  of  iden¬ 
tity  for  these  foods  as  originaUy  pro¬ 
posed  in  the  form  of  21  CFR  80.2.  A  no¬ 
tice  of  prot>osed  rule  making  on  nutri¬ 
tional  quality  guidelines  was  published 
in  the  Federal  Register  of  December  23, 
1971  (36  PR  24822).  In  that  notice,  the 
Commissioner  proposed  to  amend  Chap¬ 
ter  I  by  adding  a  new  Part  100  for  nu¬ 
tritional  quality  guidelines  for  foods,  de- 
fin^  general  principles  (proposed  21 
c±*'R  100.1),  and  proposed  the  first  nu¬ 
tritional  quality  guideline,  in  this  case 
for  pre-cooked  frozen  convenience  “heat 
and  serve’’  dinners  (proi}osed  21  CFR 
100.20).  The  Commissioner  is  deferring 
final  action  on  21  CFR  80.2  until  ex¬ 
perience  is  gained  imder  21  CFR  Part 
100. 

11.  In  this  issue  of  the  Federal  Regis¬ 
ter,  the  Commissioner  has  published  the 
following  proposals,  tentative  orders,  and 
regulations  that  relate  to  other  sections 
of  i^cial  dietary  labeling  and  nutrition 
labeling  as  follows; 

(a)  Nutrition  labeling.  (9 1.17) 

(b)  Food  label  information  panel. 
(9  1.8d) 

(c)  Food  fat  labeling.  (9  1.18) 

(d)  Special  dietary  fo^  labeling.  (99 
125.1,  125.2,  and  125.3) 

(e)  Food  standard  labeling  changes. 

(f)  Uniform  effective  date  for  food 
labeling  changes. 

Limited  Scope  of  This  Action 

12.  This  document  pertains  only  to 
that  portion  of  this  matter  concerning 
the  definition,  standard  of  identity,  and 
label  statements  of  dietary  supplements 
of  vitamins  and  minerals.  The  content 
of  this  document  refiects  the  following 
needs  as  developed  by  the  public  hearing 
and  related  historical  events; 

(a)  That  dietary  supplements  as  de¬ 
fined  should  be  based  on  modem  human 
nutrition  knowledge. 

(b)  That  potentially  toxic  quantities 
of  individual  nutrients,  insignificant 
quantities  of  individual  nutrients,  and 
gross  nutrient  imbalances  and  omissions 
should  be  avoided  in  dietary  supplements. 

(c)  That  a  fully  informative  labeling 
system  is  required. 

(d)  ’That  expiration  dating  is  re¬ 
quired. 

13.  To  further  clarify  the  limited  scope 
of  this  action  a  number  of  additional 
points  require  commoit: 

(a)  The  purpose  of  dietary  supple¬ 
ments  of  vitamins  and  minerals  is  to 
provide  reasonable  assurance  that  the 
total  daily  intakes  of  essential  vitamins 
and/or  minerals  are  adequate  when 
doubt  of  adequacy  may  exist  on  the  basis 
of  the  diet  alone.  Dietary  supplements 
are  for  general  supplementation  of  the 
diet.  ’They  are  not  designed  for  the  treat¬ 
ment  or  clinical  management  of  nutri¬ 
tional  diseases  or  disorders. 

(b)  ’This  action  does  not  apply  to  nat¬ 
ural  substances,  which  by  their  nature 
are  good  sources  of  specific  vitamins 
and/or  minerals,  except  when  used  as  a 
source  of  specific  vitamins  and/or  min¬ 
erals  in  dietary  supplements.  Although 
not  marketable  as  dietary  supplements 
except  as  indicated,  such  natural  sub- 
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stances  may  be  marketed  as  ccmventional 
foods,  subject  to  nutritional  labeling  (21 
CPR  CPR  1.17)  pertaining  thereto.  Other 
foods  to  which  this  action  does  not  aiH>ly 
are  described  in  the  tentative  order  con¬ 
tained  in  this  document. 

(c)  This  document  establishes  lower 
and  upper  limits  for  each  individual  vita¬ 
min  and  mineral  which  may  be  present 
in  the  specified  daily  quantities  of  die¬ 
tary  supplements  of  vitamins  and  min¬ 
erals.  All  of  the  provisions  of  this  docu¬ 
ment  are  in  turn  subject  to  the  provisions 
M  21  CPR  Part  125,  which  define  the 
term  “special  dietary  iise”,  establish  the 
U.S.  Recommended  Daily  Allowances 
(U.S.  RDA’s)  specified  by  the  U.S.  Gov¬ 
ernment  in  terms  of  nutrients  and  quan¬ 
tities  of  nutrients,  and  provide  specific 
instructions  on  the  general  label  state¬ 
ments  permitted  on  foods  for  special  die¬ 
tary  use  under  S  125.1  Definitions  and 
interpretations  of  terms;  9  125.2  General 
label  statements:  dietary  properties: 
value:  placement:  and  9 125.3  Label 
statements  relating  to  vitamins  and 
minerals. 

(d)  The  tentative  order  contained  in 
this  document  requires  that  the  individ¬ 
ual  nutrients  in  dietary  suivlements  be 
listed  on  the  label  in  a  specific  order. 
Placing  a  specific  nutrient  or  nutrients  in 
a  prominent  positicm  in  a  list  of  nutrient 
components  can  imply  to  the  ccmsumer  a 
degree  of  relative  importance  for  the 
specific  nutrient  or  nutrients  so  placed. 
Such  a  prominent  position  for  any  spe¬ 
cific  nutrient  is  not  scientifically  soiuid 
in  a  dietary  supplement  of  vitamins 
and/or  minerals. 

Having  considered  the  evidence  re¬ 
ceived  at  the  hearings,  the  hearing  ex¬ 
aminer’s  report,  and  all  the  exceptions 
and  written  arguments  which  were  filed, 
the  Commissioner,  pursuant  to  the  Fed¬ 
eral  Food,  Drug  and  Cosmetic  Act  (secs. 
401.  403(J).  701(e).  52  Stat.  1046  as 
amended,  1048,  1055  as  amended;  21 
U.S.C.  341,  343(J),  371(e))  and  under 
authority  delegated  to  him  (21  C7FR 
2.120) ,  proposes  the  following  findings  of 
fact,  conclusions  of  law,  and  tentative 
final  order: 

Proposed  PnroiNGS  or  Fact* 

1.  The  hearings  have  shown  that  there 
is  a  need  to  establish  a  definition  for 
dietary  supplements,  and  to  describe 
what  is  a  rational  composition  for  dietary 
supplements  in  terms  of  the  vitamins  and 
minerals  present,  and  the  quantities 
allowed. 

2.  The  apparent  appeal  to  consumers 
which  results  from  the  addition  of  vita¬ 
mins  and  minerals  to  food  articles,  with 
concurrent  promotion  calling  attention 
to  this  fact,  has  resulted  in  ever  increas- 

*  The  abbreviations  In  the  citations  are: 

Tr.— For  transcript  pages  of  the  hearing. 

P- — ^Por  exhibits  Introduced  by  the  Govern¬ 
ment.  the  proponent. 

O^— For  exhibits  introduced  by  opponents. 

WD-G — For  written  direct  testimony  by  a 
witness  for  the  Government. 

wr>-3A— For  written  direct  testimony  by 
a  witness  for  the  designated  opponent  (e  g 
"SA”). 

QAA — Question  and  answer. 


ing  amounts,  qualitatively  and  quantita¬ 
tively,  of  these  nutrients  being  added  to 
various  foods  (Weissenburg,  Tr.  8569— 
8570;  Exhibit  P-1151,  page  Cl) ,  In  many 
cases,  foods,  particularly  some  cereal 
products,  have  become  the  equivalent  of 
multivitamin/multimineral  dietary  sup¬ 
plements  in  terms  of  their  added  nutrient 
contents  (Weissenberg,  Tr.  8584;  WD-O- 
Gullberg,  Q&A  35) . 

3.  The  establishment  of  a  staiidard  of 
identity  emd  quantitative  limits  for  the 
nutrient  ingredients  in  dietary  supple¬ 
ments  will  reduce  consumer  conftksion 
concerning  choice  of  dietary  supplements 
by  insuring  a  basically  raUonsil  formula 
for  aU  products  (Mayer,  Tr.  28868;  WD- 
G-Gullberg,  <3&A  31). 

4.  Dietary  supplements  are  articles 
purporting  to  be  or  represented  for  ««- 
cial  dietary  use  by  man  to  supplement  his 
diet  by  increasing  the  total  dietary  intake 
of  vitamins  and/or  minerals.  They  may 
be  prepared  as  tablets,  capsules,  pills, 
wafers,  or  similar  uniform  units,  and/or 
in  powder,  granular,  flake  or  liquid  form 
(GroUman,  Tr.  1660;  Mlckelsen,  Tr.  2421- 
2424;  Ho^es,  Tr.  2874;  Herbert,  Tr. 
9859;  Garrett,  Tr.  10943;  WD-G-Ross, 
Q&A  14).  The  proper  use  of  dietary  sup¬ 
plements  of  >dtamins  and/or  minerals 
is  for  short-term  correction  of  specific 
inadeqtiacy  of  intake  (Hodges,  Tr.  2874- 
2875;  Herbert,  Tr.  9860,  9922-9923).  They 
are  not  intended  for  therapeutic  use  for 
the  correction  of  disorders  in  humans  by 
the  administration  of  large  amounts  of 
specific  nutrients  (GroUman,  Tr.  1680- 
1682;  Herbert,  Tr.  9896;  Hodges,  Tr. 
2937-2940,  2970-2971;  WD-G-Harrison, 
Q&A  22;  WD-3A-SebreU.  Q&A  44;  WD- 
G-Schaefer,  Q&A  36.  37). 

5.  Vitamins  are  organic  substances, 
present  in  foods,  which  are  essential  for 
the  maintenance  of  human  life  and  the 
activity  of  the  cells  of  the  body  (Groll- 
man,  Tr.  1624-1625;  WD-3A-SebreU, 
Q&A  4) .  These  include  vitamins  A.  D,  E, 
K,  C  (ascorbic  acid).  B>  (thiamine),  3% 
(riboflavin),  B.,  and  Bu,  niacin,  folic 
acid  (folacin),  biotin,  and  pantothenic 
acid  (Exh.  P-651;  GroUman,  Tr.  1625- 
1627). 

6.  Essential  mineral  nutrients  include 
the  inorganic  elements  calcium,  phos¬ 
phorus.  iodine,  iron,  magnesium,  copper, 
zinc,  sodium,  potassium,  and  manganese. 
They  are  needed  by  the  human  body  in 
var^g  amounts,  and  are  utilized  in  a 
variety  of  metabolic  processes  (WD-3A- 
SebreU,  Q&A  4) . 

7.  The  sale  and  use  of  vitamin /mineral 
preparations  in  the  United  States  are  ex¬ 
tensive,  running  into  hundreds  of  mU- 
lions  of  doUars  annuaUy  in  wholesale 
bulk  value,  and  involve  three-fourths  of 
American  households  (Exh.  P-735;  Exh. 
P-1151,  pages  B1  and  B2).  The  majority 
of  such  preparations  differ  qualitatively 
and  quantitatively  from  each  other,  pre¬ 
senting  a  bewUdering  variety  to  the 
consumer  (Weissenberg,  Tr.  5998,  6551- 
6552,  8752-8756;  WD-G-GuUberg,  QbA 
14.  26;  Exhibits  P-2.  P-3,  P-8,  P-9.  P-40- 
42,  P-47,  P-51-54.  P-57-59,  P-61-70,  P- 
72-74,  P-76-78,  P-80-153.  P-156-163,  P- 
165-174,  P-188.  P-194-349,  P-398,  P-399, 
P-400,  P-402-404,  P-468.  P-471,  P-564, 


P-567,  P-575-579,  P-582-594,  P-596-597, 
P-599,  P-600,  P-613). 

8.  Many  dietary  supplements  are  nu¬ 

tritionally  irrational,  in  that  they  pro¬ 
vide  quantitative  levels  and  qualitative 
combinations  of  nutrients  for  which  no 
human  individual  need  could  possibly 
exist,  if  the  products  are  used  only  as 
dietary  supplements  (GroUman,  Tr.  1683 
(Exhibit  P-84),  1686  (Exhibit  P-89), 
1688  (Exhibit  P-94),  1691  (Exhibit  P- 
95).  1696  (Exhibit  P-102).  1699  (Exhibit 
P-113),  1701-1702  (Exhibit P-113),  1707- 
1709  (Exhibit  P-124).  1713  (Exhibit  P- 
157),  1714  (Exhibit  P-158);  Mickelsen, 
'Tr.  2447-2447A  (Exhibit  P-166),  2448- 
2450  (Exhibit  P-168) .  2451-2452  (Exhibit 
P-169).  2455-2457  (Exhibit  P-171); 

Hodges.  Tr.  2942  (Exhibit  P-183) ;  Her¬ 
bert,  Tr.  9898-9899  (Exhibit  P-232); 
WelMenberg,  Tr.  6553-6554;  WD-G- 
Gullberg,  <3&A  26;  Exhibits  P-588.  P- 
595).  Lay  persons  are  incapable  of  de¬ 
termining,  by  themselves,  whether  they 
have  or  are  likely  to  develop  vitamin  or 
mineral  deficiencies  (GroUman,  Tr. 
1771-2,  1782;  Herbert,  Tr.  9961,  9979-80, 
10,029;  Unglaub,  Tr.  28,942;  WaUerstein, 
Tr.  28,989;  Hodges,  Tr.  2994-5;  Mickel¬ 
sen,  Tr.  2520;  Mayer,  Tr.  28,892-3) . 

9.  Although  approximately  20  percent 
of  the  users  of  dietary  supplements  of 
vitamins  and  miner^  actually  use  those 
articles  to  supplement  or  balance  their 
diet,  more  than  40  percent  of  those  per¬ 
sons  admit  they  have  no  idea  which  vi¬ 
tamins  or  minerals,  if  any.  are  not  suf¬ 
ficiently  suppUed  by  their  diet  (Exhibit 
P-1151,  page  B4.  Q&A  4b) . 

10.  Certain  basic  vitamins  and/or 
minerals  should  be  included  in  aU  arti¬ 
cles  offered  as  multivitamin  and/or  mul¬ 
timineral  supplements.  The  remaining 
group  of  appropriate  vitamins  and/or 
minerals  are  considered  to  be  scientific¬ 
ally  optional  for  inclusion  (Herbert,  Tr. 
9880-9882) .  The  mandatory  group  of  vi¬ 
tamins  and/or  minerals  found  in  multi¬ 
vitamin  and/or  multimineral  supple¬ 
ments  should  include  aU  those  listed  in 
the  table  entitled  “Recommended  Daily 
Dietary  AUowances,  Revised  1968“  in 
publication  1694  of  the  National  Academy 
of  Sciences  (WD-43-FUer,  pp.  19-20; 
WD-33-Coursin,  p.  23;  WE^3-Emer- 
son,  p.  9;  WD-33-Brin,  pp.  23-24;  WD- 
33-Krehl.  pp.  8-9,  Tr.  27216-27217, 
27255-27256;  WD-33-Horwitt,  pp.  12- 
14;  Hodges,  Tr.  2878-2879,  2945-2946, 
6813,  7007). 

11.  Many  dietary  supplements  contain 
such  high  amounts  of  nutrients  that  they 
are  appropriate  only  for  therapeutic  use. 
for  persons  already  in  a  deficiency  state 
(Hodges,  Tr.  2939-40).  Some  of  these 
contain  potentially  toxic  amoimts  of 
certain  vitamins  (Herbert,  Tr.  9891; 
GroUman,  Tr.  1711;  Exhs.  P-113.  P-183, 
P-594) .  'There  is  a  sound  scientific  basis 
for  establishing  quantitative  maximums 
on  the  nutrient  ingredients  in  a  dietary 
supplement  (Herbert,  Tr.  9900-9904; 
WD-G-Ross,  Q.  &  A.  17.  18;  WD-G-Har- 
rlson,  Q.  &  A.  22) .  This  is  based  on  the 
rapid  excretion  of  excesses  of  certain  nu¬ 
trients  without  benefit  to  the  consumer, 
as  weU  as  on  the  potential  problems  of 
toxicity  or  nutritional  imbalances  due  to 
excessive  ingestion  of  certain  nutrients 
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(Orollman,  Tr,  166&-1669;  Herbert,  Tr. 
9861-9862;  Mickelsen,  Tr.  2433-2434; 
Wr)-3A-Sebrell,  Q.  &  A.  24,  25;  Polack, 
Tr.  4954-4955;  Exh.  P-1142). 

12.  Some  dietary  supplements  contain 
so  little  of  a  named  nutrient  as  to  be 
insignificant  in  human  nutrition  (Swain, 
Tr.  233,  488;  Orollman,  Tr.  1695-1696 
(Exh.  P-102) ;  Mickelsen.  Tr.  2448  (Exh. 
P-167).  2451  (Exh.  P-169),  2456  (Exh. 
P-171),  2469  (Exh.  P-173);  Hodges.  Tr. 
2935  (Exh.  P-180);  WD-G-Qullberg, 
Q&A  26).  There  is  a  sound  scientific 
basis  for  establishing  quantitative  mini- 
mums  on  the  nutrient  ingredients  for 
dietary  supplements  since  only  substan¬ 
tial  amounts  of  nutrients  should  be  rep¬ 
resented  for  purposes  of  dietary  supple¬ 
mentation  (Her^rt,  Tr.  9867;  WD^- 
Harrison,  Q&A  24;  Boehne,  Tr.  2764; 
WD-3A-Sebrell.  Q&A  26,  27,  39) . 

13.  Certain  dietary  supplements  are 
objectionable  because  they  must  be  taken 
in  large  numbers  of  units  for  the  user 
to  get  the  designated  amounts  of  the 
nutrients  involved  (Orollman,  Tr.  1685 
(Exhibit  P-89);  Hodges.  Tr.  2936  (Ex¬ 
hibit  P-180) ;  Exhibits  P-179,  P-359.  P- 
368,  P-383,  P-395).  In  establishing  a 
standard  of  identity  for  dietary  supple¬ 
ments  it  is  medically  and  pharmacologi¬ 
cally  soimd  to  establish  a  stcmdard  of 
identity  for  dietary  supplements  on  the 
basis  of  units  suitable  for  and  practical 
of  consumption  in  one  day  (Orollman, 
Tr.  1661;  Hodges.  Tr.  2956). 

14.  There  are  demonstrable  distinc¬ 
tions  among  the  nutritional  requirements 
of  infants  and  young  children,  and  preg¬ 
nant  or  lactating  women,  as  compared 
to  the  nutritional  requirements  of  adults 
(Michelsen,  Tr.  2424-2427;  Orollman,  Tr. 
1665;  Hodges,  Tr.  2877-2878;  Herbert.  Tr. 
9944;  WD-3A-Sebrell,  Q&A  15. 16,  19  and 
28;  WD-O-Ross,  Q&A  23;  Boehne,  Tr. 
2741-2759) . 

15.  There  is  scientific  or  medical  jus¬ 
tification  for  selecting  an  age  separa¬ 
tion  at  4  years  of  age  for  the  purpose  of 
establishing  a  basis  for  dietary  supple¬ 
ments  (WD-33-Krehl,  pp.  5-8;  WD-33- 
Emerson,  pp.  4-5;  WD-43-Piler,  p.  21). 
The  recommended  daily  dietary  allow¬ 
ances  of  the  Food  and  Nutrition  Board, 
NAS-NRC,  for  2-  to  3-year-olds  can 
safely  be  used  by  infants  and  1-  to  2- 
year-olds,  and  the  maximum  values  for 
the  under  4-year-old  group  can  be  used 
for  all  infants  and  children  imder  4  years 
of  age  (WD-33-Krehl,  pp.  6-7;  Hodges, 
Tr.  2.  877-8;  WD-43-Graham ;  and  WD- 
43-Piler,  p.  21) . 

16.  The  “Recommended  Dietary  Allow¬ 
ances,”  revised  periodically  by  the  Food 
and  Nutrition  Board  of  the  National 
Research  Council.  National  Academy  of 
Sciences,  represent  established  nutrient 
levels  that  are  quantitatively  high  enough 
to  provide  for  the  adequate  intake  of 
essential  nutrients  under  the  wide  variety 
of  conditions  that  exist  in  this  country 
for  essentially  all  of  the  normal  healthy 
persons  in  the  United  States.  Further¬ 
more,  these  levels  are  reviewed,  discussed, 
and  accepted  by  numerous  scientists  and, 
therefore,  are  considered  to  be  extremely 
reliable.  (Hodges,  Tr.  2880,  2919,  2964- 
65;  Orollman,  Tr.  1670,  1763;  Mickelsen, 


Tr.  2438-39;  Herbert.  Tr.  9865-67;  WD- 
O-Harrison,  Q&A  23;  Schweigert,  Tr. 
8257,  8260;  WD-O-Gullberg,  Q&A  19; 
Exhibit  P-651 ;  SebreU,  Tr.  26. 181) . 

17.  Publication  No.  1694  of  the  National 
Academy  of  Sciences  entitled  “Recom¬ 
mended  Dietary  Allowances,  Seventh  Re¬ 
vised  Edition,  1968,  A  Report  of  the  Food 
and  Nutrition  Board.  National  Research 
Coimcil,”  and  subsequent  editions,  should 
be  used  as  the  source  of  authentic  and 
reliable  information  on  which  to  base 
recommended  daily  allowances  of  nutri¬ 
ents  (WD-3A-Eemrell,  Q&A  9.  10.  18. 
19,  Tr.  26181;  Hodges,  Tr.  2917;  Herbert, 
Tr.  9865;  WD-Q-Harrlson,  Q&A  14.  23. 
26,  27;  WD-G-Ross,  Q&A  65). 

18.  Recommended  dietary  allowances 
adapted  from  publication  1694  of  the 
National  Academy  of  Sciences  are  suf¬ 
ficiently  above  the  average  requirement 
for  particular  nutrients  to  cover  the  needs 
of  ^tween  95  percent  and  99  percent  of 
the  normal  healthy  population  (Hodges, 
Tr,  7083;  WD-46-Olsen,  page  7,  Tr. 
29466-67;  Jukes,  Tr.  28688;  Briggs,  Tr. 
28761 ;  Mayer.  Tr.  28865-66;  Stokstad,  Tr. 
26742;  Goodhart.  Tr.  30169-70;  Stare.  Tr. 
29280;  WD-G-Ross  p.  5). 

19.  The  identity  and  levels  of  nutrients 
in  the  NAS-NRC  Recommended  Dietary 
Allowances  are  extremely  reliable  since 
they  are  reviewed  and  discussed  by  large 
numbers  of  scientists  and  brought  up  for 
revision  approximately  every  5  years 
(Mickelsen,  Tr.  2438-2439) ;  Hodges,  Tr. 
2880;  SebreU,  Tr.  26181).  They  are  the 
best  basis  on  which  to  establish  a  stand¬ 
ard  of  identity  for  dietary  supplements  of 
vitamins  and  minerals  in  the  United 
States  (Grollman,  Tr.  1670;  Mickelsen, 
Tr.  2438;  Herbert,  Tr.  9864-9865;  WD- 
3A-Sebrell.  Q&A  5-7;  SebreU,  Tr. 
26181;  WD-G-Ross.  Q&A  19).  Publica¬ 
tion  1694  of  the  National  Academy  of  Sci¬ 
ences,  entitled  “Recommended  Dietary 
Allowances,  Seventh  Revised  Edition, 
1968,  A  Report  of  the  Food  and  Nutrition 
Board,  National  Research  Council” 
should  be  used  as  the  source  of  authentic 
and  reliable  information  on  which  to 
base  a  standard  of  identity  for  dietary 
supplements  of  vitamins  and  minerals 
(Exhibit  P-651) .  Values  for  essential  nu¬ 
trients  (to  be  designated  as  “U.S.  Recom¬ 
mended  Daily  Allowances  (U.S.  RDA’s)  ”) 
may  reasonably  be  derived  from  the  table 
and  sections  in  the  text  of  this  publica¬ 
tion  (WD-3A-Sebrell,  Q&A  15). 

20.  The  human  body  has  the  capacity 
to  store  varying  amounts  of  almost  all 
vitamins  as  reserves  to  be  drawn  upon 
when  needed  (Mickelsen,  Tr.  2436) .  Fat- 
soluble  vitamins,  particularly  vitamins  A 
and  D,  are  readily  stored  for  relatively 
long  periods  of  time,  while  excesses  of  the 
water-soluble  vitamins  are  excreted  more 
rapidly  (Grollman,  Tr.  1628-1629;  Mick¬ 
elsen.  Tr.  2645;  WD-3A-SebreU.  Q&A 
4).  The  excessive  ingestion  of  the  fat- 
soluble  vitamins  A  and  D,  because  of 
their  relatively  high  retention  by  the 
'human  body,  poses  a  potential  danger  of 
toxicity  (Mickelsen,  Tr.  2644-2645; 
Hodges.  Tr.  2956;  WD-G-Ross.  Q&A 
18;  WD-G-Harrison,  Q&A  22;  Herbert. 
Tr.  9891). 

21.  The  nutrients  which  are  scientif¬ 
ically  appropriate  for  inclusion  in  dietary 


supplements  In  the  United  States  are  (1) 
the  vitamins  A,  C,  D,  E.  folic  acid,  niacin, 
riboflavin,  thiamine,  B«,  B,.,  biotin,  and 
pantothenic  acid;  and  (2)  the  minerals 
calcium,  phosphorus,  iodine,  iron,  mag- 
nesiiun.  copper,  and  zinc  (Hodges  Tr. 
2879;  Grollman,  Tr.  1662;  Mickelsen,  Tr. 
2427-2430;  Herbert.  Tr.  9861,  9868,  9881; 
Krehl,  Tr.  27,  216-27,  WD-G-Ross.  Q.  & 
A.  15.  16;  WD-G-Harrison,  Q.  &  A.  20; 
Exhibit  P-651). 

22.  The  establishment  of  qualitative 
and  quantitative  limits  on  the  composi¬ 
tion  of  dietary  supplements  will  reduce 
consumer  confusion  concerning  choice  of 
dietary  supplements  by  ensuring  a  basic¬ 
ally  rational  formula  for  all  products 
(WD-G-Gullberg,  Q.  &  A.  31,  Weissen- 
berg,  Tr.  7737) , 

23.  From  among  these  nutrients,  ap¬ 
propriate  for  inclusion  in  dietary  supple¬ 
ments,  certain  basic  vitamins  and/or 
minerals  should  be  included  in  all  articles 
offered  as  multivitamin  and/or  multi¬ 
mineral  supplements  (Herbert,  Tr.  9880- 
81).  Conversely,  certain  vitamins  and 
minerals  are,  scientifically,  optional  in 
terms  of  whether  or  not  they  should  be 
included  in  a  multivitamin  and/or  mxilti- 
mineral  supplement  (Herbert,  Tr.  9882). 

24.  A  gross  excess  of  folic  acid  intake 
on  the  part  of  human  beings  can  inter¬ 
fere  with  the  diagnosis  of  pernicious 
anemia  as  it  masks  the  hematological 
manifestations  of  vitamin  Bn  deficien¬ 
cies.  (Herbert,  Tr.  9872-73.) 

25.  While  people  in  the  United  States 
appear  to  have  some  understanding  of 
the  comparatively  greater  requirements 
for  iron  experienced  by  many  women 
during  their  child-bearing  years,  this  ap¬ 
pears  to  have  affected  opinion  about 
other  nutrients,  since  well  over  a  third  of 
the  population  believes  that  women  need 
more  vitamins  than  men  (Exhibit  P- 
1151,  page  B13,  questions  20,  20a,  21, 
21a) .  However,  when  iron  is  not  named, 
only  16  percent  of  the  population  ex¬ 
presses  an  opinion  that  there  is  any  dif¬ 
ference  in  the  mineral  requirements  of 
men  and  women  (Exhibit  P-1151,  page 
B14,  question  22). 

26.  All  vitamins  are  specific  chemical 
compounds.  Each  has  the  same  compo¬ 
sition  and  effect  whether  it  is  syntheti¬ 
cally  produced  or  derived  from  natural 
sources.  (Grollman,  Tr.  1758-1759; 
Mickelsen,  Tr.  2471;  Hodges,  Tr.  2958- 
2959,  2962;  Herbert.  Tr.  9937-9938;  WD- 
G-Harrison,  Q&A  36) . 

27.  It  is  pharmacologically  necessary 
to  allow,  in  a  standard  of  identity  for 
dietary  supplements,  for  the  inclusion  of 
preservatives,  stabilizers,  colors,  sweet¬ 
eners.  seasoning,  carriers,  bases,  ve¬ 
hicles,  and  other  substances  which  fa¬ 
cilitate  preparation  of  the  product. 
However,  no  greater  quantity  of  any  such 
substances  should  be  allowed  to  be  in¬ 
cluded  than  is  necessary  to  establish  the 
desired  physical  or  technical  effect. 
Furthermore,  the  biological  availability 
of  the  nutrients  in  the  dietary  supple¬ 
ment  should  not  be  impaired  by  the 
presence  of  such  substances.  (Grollman, 
Tr.  1752;  Garrett.  Tr.  11039). 

28.  Lack  of  a  common  language  for 
identifying  nutrients  in  dietary  supple¬ 
ments  has  resulted  in  use  of  highly  in- 
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appropriate  names,  having  no  or  impre¬ 
cise  scientific  meaning.  The  resultant 
wide  variation  in  the  manner  of  quali¬ 
tatively  naming  and  quantitatively  de¬ 
claring  the  nutrients  in  a  dietary  supple¬ 
ment  on  its  label  also  extends  to  artificial 
colors,  artificial  fiavors,  and  preserva¬ 
tives  used  in  producing  the  supplement. 
(GroUman,  Tr.  1698-1699,  1724;  Herbert. 
Tr.  9891,  9896-9897;  Weissenberg,  Tr. 
6623-6626,  8763-8764,  8789-8791;  Exhs. 
P-113,  P-161.  P-311.  P-95,  P-152). 

29.  The  use  of  standardized  common 
names  for  various  forms  of  dietary  sup¬ 
plements  will  aid  in  more  fully  informing 
purchasers  of  the  nature  and  value  of 
these  articles.  The  following  common 
names  are  scientifically  meaningful  and 
accurate  designations  for  the  various 
supplements  involved: 

(a)  “Multivitamin  and  multimineral 
supplement”,  for  a  dietary  supplement 
which  contains  all  of  the  mandatory  vita¬ 
mins  and  mandatory  minerals  listed  in 
the  table  imder  S  80.1(f). 

(b)  “Multivitamin  supplement”,  for  a 
dietary  supplement  which  contains  all  of 
the  mandatory  vitamins  listed  in  the 
table  imder  9  80.1(f) . 

(c)  “Multimineral  supplement”,  for  a 
dietary  supplement  which  contains  all  of 
the  mandatory  minerals  listed  in  the 
table  \mder  §  80.1(f). 

(d)  “Multivitamin  and  iron  supple¬ 
ment”  or  “multivitamin  supplement  with 
iron”,  for  a  dietary  supplement  which 
contains  aU  of  the  mandatory  vitamins 
listed  in  the  table  under  9  80.1(f)  plus 
the  mineral  iron. 

(e)  “ _ supplement”,  for  a 

dietary  supplement  wMch  ccmtcdns  a 
single  vitamin  or  mineral  listed  in  the 
table  \mder  9  80.1(f),  the  blank  to  be 
filled  in  with  the  name  of  the  vitamin 
or  mineral  which  the  supplement  pur¬ 
ports  or  is  represented  to  contsdn. 
(Grollman,  Tr.  1753;  Hodges,  Tr.  2945- 
54;  Mlckelsen,  Tr.  2487;  Herbert,  Tr. 
9882,  9884-91;  WD-G-Ross,  Q&A  28- 
33;  WD-G-Harrison.  Q&A  30-33. 

30.  It  is  scientifically  correct  and  nec¬ 
essary  for  the  purpose  of  determining 
the  value  of  a  dietary  supplement  as  a 
food  which  is  purport  to  be  or  is  rep¬ 
resented  for  a  special  dietary  use  that 
the  label  thereof  bear  a  statement  stat¬ 
ing  the  amount  and  percentage  of  the 
recommended  daily  allowance  of  each 
vitamin  and/or  mineral  which  the  sup¬ 
plement  contains  in  a  specified  daily 
quantity,  such  a  statement  being  given 
for  each  consumer  group  for  which  the 
supplement  is  offered  (Herbert,  Tr.  9944- 
9946;  Grollman,  Tr.  1762;  Hodges,  Tr. 
2964-2967;  WD-G-Ross,  Q&A  63;  Mic- 
kelsen,  Tr.  2685-2687).  It  is  also  neces¬ 
sary  that  clear  directions  for  frequency  of 
ingestion  be  stated  on  the  label  (Groll¬ 
man,  Tr.  1758;  Hodges,  Tr.  2955-2956; 
Herbert.  Tr.  9937). 


31.  Reasons  for  a  consumer  desiring  to 
know  the  sources  of  the  nutrients  in  a 
dietary  supplement  include :  (1)  A  medi¬ 
cal  need  to  have  exact  knowledge  of  all 
potential  allergens  encountered  by  a  pa¬ 
tient  (WD-23-KaUin.  QSiA  22;  Lowe.  Tr. 
12579) ;  and  (2)  religious  or  philosophi¬ 
cal  needs  to  know  the  components  of 
one’s  total  diet  (WD-58-Morgan;  WD- 
58-Prazenka;  WD-58-Pietz;  WD-23- 
Desmond;  WD-23-Singer;  WI>-58-Pelc; 
WD-58-Curtls;  WD-58-Taylor;  WD-32- 
Hill). 

32.  Many  dietary  supplements  Include 
named  ingredients  which  are  of  no  value 
as  supplements  to  the  human  diet  (Groll¬ 
man,  Tr.  1626,  1675-77,  1707,  Exhibit 
P-125;  Mickelsen,  Tr.  2464-65  (Exhibit 
P-172),  2469  (Exhibit  P-173);  Hodges, 
Tr.  2933  (Exhibit  P-179) ,  2936,  (Exhibit 
P-180) ;  Herbert.  Tr.  9891  (Exhibit 
P-113).  9899  (Exhibit  P-468;  Swain,  Tr. 
185-191,  213,  220,  221,  223,  229-231,  255, 
264,  269,  336,  397,  442,  447,  455,  469,  475, 
476,  487;  Weissenberg.  Tr.  8761,  6402, 
5949,  Exhibits  P-576,  P-591).  However, 
many  consumers  will  purchase  such 
products  with  long  lists  of  ingredients, 
believing  them  to  be  of  better  value  than 
products  with  a  lesser  number  of  in¬ 
gredients  (WD-G-Perloff,  QfcA  38-41; 
Exh.  P-1151,  page  B9.  questions  13.  14). 
Such  consumers  believe  that  if  an  in¬ 
gredient  is  listed,  it  must  significantly 
contribute  to  the  value  of  the  product  as 
a  dietary  supplement  (WI>-G-Perloff, 
QliA  18.  19;  Exh.  P-737).  The  label  of  a 
dietary  supplement,  as  a  food  for  special 
dietary  use,  should  bear  a  statement  of 
usefulness  consisting  of  a  list  of  the  nu¬ 
trient  ingredients  which  provide  the  spe¬ 
cial  use  characteristics.  The  list  of  such 
ingredients  should  be  limited  to  those 
which  are  of  significant  value  and  need 
in  human  nutrition  as  components  of 
dietary  supplements  (Grollman.  Tr.  1766; 
Hodges,  Tr.  2969-2970;  Mickelsra,  Tr. 
2518-2520;  WI>-G-Moses.  Q&A-33;  WD^ 
a  Ross,  Q&A  59-61). 

33.  A  large  proportion  of  the  popula- 
tlo  I  of  the  United  States  is  likely  to 
choose  dietary  supplements,  the  in¬ 
gredients  of  which  are  described  as 
“natural”  or  from  “natural  sources”,  on 
t  le  basis  that  “natural”  constituents  are 
superior  to  “ssnithetlc”  constituents 
(WD-G-Perloff,  Q&A  44-46;  Exhibit 
P-1151,  pages  B-10  and  B-11,  questions 
16,  16a.  16b).  There  are  many  dietary 
supplements  on  the  market  which  stress 
the  “natural”  source  of  their  constituents 
(Swain,  Tr.  234,  477;  Weissenberg,  Tr. 
6554-6556, 8757-8758;  Exhibits  P-6.  P-35, 
P-40-43.  P-54.  P-66-68.  P-70,  P-74), 
although  this  fact  is  of  no  nutritional 
significance  (Grollman,  Tr.  1758-1759; 
Mickelsen,  Tr.  2471;  Hodges,  Tr.  2933, 
2958-2959,  2962;  Herbert.  Tr.  9937-9938; 
WD-G-Harrison,  Q&A  36) . 

34.  It  is  medically  and  nutritionally 
appropriate  to  identify,  on  the  label, 


chemical  preservatives  used  in  a  dietary 
supplement,  as  well  as  to  indicate  on  the 
label  that  artificial  sweetener,  artificial 
coloring,  or  artificial  flavoring  has  been 
added  to  the  article,  if  such  is  the  case. 
In  addition  to  these  and  the  identifica¬ 
tion  of  the  nutrients  in  the  supplement, 
there  is  also  the  necessity  for  identifsdng 
alcohol,  if  present  (Grollman,  Tr.  1758; 
Hodges.  Tr.  2956-2957;  Herbert.  Tr.  9941- 
9942).  When  alcohol  is  Included  as  an 
ingredient  in  a  dietary  supplement,  it  is 
necessary,  from  a  medical  point  of  view, 
that  the  amount  of  alcohol  contained  in 
the  dietary  supplement  by  expressed  on 
the  label  as  a  percent  by  volume  (Groll¬ 
man.  Tr.  1705,  1760-1761;  Hodges.  Tr. 
2956;  Herbert,  Tr.  9942). 

35.  Dietary  supplements  have  been 
found  on  the  market  containing  levels  of 
vitamins  below  declared  strength  (Weis¬ 
senberg,  Tr.  8769-8770;  Deutsch,  Tr. 
11147-11151;  Garrett.  Tr.  10986).  Under 
certain  ordinary  and  usual  conditions  of 
shipment,  storage,  and  shelf-life,  some 
vitamins  and  minerals  in  dietary  sup¬ 
plements  deteriorate,  affecting  the  nu¬ 
tritional  quality  of  the  supplement 
(Grollman,  Tr.  1761;  Mickelsen,  Tr. 
2489;  Hodges,  Tr.  2963-2964;  Herbert, 
Tr.  9942-9943;  Garrett.  Tr.  10943  et 
seq.).  Based  upon  known  rates  of  dete¬ 
rioration,  it  is  technologically  feasible  to 
determine  an  appropriate  expiration 
date  for  dietary  supplements  beyond 
which  they  should  not  be  sold  in  the 
event  deterioration  actually  occurs  (Gar¬ 
rett,  Tr.  10981  et  seq.;  Exhs.  P-659, 
P-660) .  In  the  interest  of  consumers,  it  is 
reasonable  and  necessary  to  require  that 
a  manufactiurer,  packer,  or  distributor 
of  dietary  supplements  containing  vita¬ 
mins  and/or  minerals  determine  an  ap¬ 
propriate  expiration  date  for  his  prod¬ 
uct,  based  on  deterioration  data  under 
specified  or  customary  conditions  of  han¬ 
dling  and  storage  as  indicated  on  the 
label,  and  that  the  expiration  date  be 
indicated  when  the  supplement  is  offered 
for  sale.  (Garrett,  Tr.  10978-10981, 
11013-11015;  Grollman.  Tr.  1762; 
Hodges.  Tr.  2963-2964;  Mickelson,  Tr. 
2489-2490;  Herbert.  Tr.  9943;  WD-G- 
Gullberg,  Q&A  17.  33;  WD-G-Ross. 
Q&A  40-42;  WD-G-Harrison,  Q&A  34, 
35). 

36.  The  following  table  represents  a 
reasonable  and  scientifically  accurate 
adaptation  of  the  1968  Recommended 
Dietary  Allowances  as  published  by  the 
Food  and  Nutrition  Board  of  the  Na¬ 
tional  Academy  of  Sciences-National  Re¬ 
search  Council  (WD-3A-Sebrell,  Q&A 
15) .  Upper  and  lower  limits  for  the  listed 
nutrients  are  appropriate  for  dietary  sup¬ 
plements  of  vitamins  and  minerals  (Her¬ 
bert.  Tr.  9900-04,  9867;  WD-G-Ross, 
Q&A  17,  18;  WD-G-Harrison.  Q&A  22, 
24;  Boehne,  Tr.  2764;  WD-3A-Sebrell. 
Q&A  26,  27,  39). 
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U.S.  OOVERNMENT  RECOMMENDED  DAILT  ALLOWANCES  (U.B.  RDA’s)  AND  PERMISSIBLE  COMPOSITIONAL  RANGES 

FOR  Dietary  Supplements  of  Vitamins  and  Minerals 


Infants  and  children  Adults  and  children  Prefinant  or  lactating 
under  4  years  of  age,  4  or  more  years  of  age,  Women,  U.S.  RDA 
Unit  of  measurement  U.S.  RDA  U.S.  RDA 


Lower  Upper  Lower  Upper  Lower  Upper 

limit  limit  limit  limit  limit  limit 


Vitamins, 

mandatory; 

Vitamin  A . 

.  International  units... 

.  1.2fi0 

2,500 

2,500 

2,500 

5,000 

5,000 

5,000 

8,000 

8,000 

V'itamin  D 

. do . 

aoo 

400 

400  . 

400 

400 

400 

V'ltamln  E . 

. do . 

AO 

10 

15 

16 

30 

45 

30 

30 

60 

Vitamin  C . 

.  Milllsrams . 

20 

40 

60 

30 

60 

90 

60 

60 

120 

Folic  acid 

. do . 

0.1 

0.2 

0.3 

0.2 

0.4 

a4 

0.4 

0.8 

0.8 

Thiamine . 

. do . 

0.35 

0.7 

1.05 

0.76 

1.5 

2.25 

1.5 

1.7 

3.0 

Riboflavin . 

. do . 

0.4 

0.8 

1.2 

0.8 

1.7 

2.6 

1.7 

2.0 

3.4 

Niacin . 

. do . 

4.6 

9.0 

13.5 

10 

20 

30 

20 

20 

40 

Vitamin 

. do . 

a35 

0.7 

1.05 

1.0 

2.0 

3.0 

2.0 

2.5 

4.0 

Vitamin  Bu... 

.  Microerams . 

1.5 

3 

4.5 

3 

6 

9 

6 

8 

12 

Optional; 

V’itamln  D . 

..  International  units... 

200 

400 

400  . 

Biotin . 

..  Milligrams . 

.  0.08 

0.15 

0.22 

0. 15 

0.3 

0.45 

0.3 

0.3 

0.6 

Pantothenic 

. do . 

2.5 

AO 

7.5 

5.0 

10 

15 

10 

10 

20 

Acid. 

Minerals, 


Calcium . 

.  Qrams . 

.  0.125 

0.8 

1.2 

0.125 

1.0 

1.5 

0.125 

1.3 

2.0 

Phosphorus  •. . 

. do . 

.  0.125 

a8 

1.2 

0.125 

1.0 

1.5  . 

Iodine . 

.  Mlcrograms . 

.  35 

70 

105 

75 

150 

225 

ISO 

150 

300 

Iron . 

.  Milligrams . 

.  AO 

10 

15 

9.0 

18 

27 

18 

18 

60 

Magnesium.... 

.  40 

200 

300 

100 

400 

600 

100 

450 

800 

Optional: 

Phosphorus.... 

.  Qrams . . 

a  125 

1.3 

2.0 

Copper . 

.  Milligrams . 

.  a6 

1.0 

1.5 

1.0 

2.0 

3.0 

1.0 

2.0 

4.0 

Zinc . 

. do . 

.  4. 0 

&0 

12 

7.5 

15 

22.5 

7.6 

15 

30 

>  Optional  for  adults  and  children  4  or  more  years  of  age. 
<  Optional  for  liquid  products. 

*  Optional  for  pregnant  or  lactating  women. 


Discussion  of  Proposed  Findings 

The  standard  of  identity  established 
in  this  document  is  closely  related  to  the 
requirements  for  special  dietary  foods, 
for  nutrition  labeling,  and  for  over-the- 
counter  drugs.  It  is  therefore  important 
that  the  Interrelationship  of  these  vari¬ 
ous  regulatory  provisions,  and  the  ra¬ 
tionale  behind  their  development,  be 
fully  understood. 

The  evidence  at  the  1968-70  Special 
Dietary  Food  Hearings  strongly  sup¬ 
ported  the  position  that  all  requirements 
for  vitamins  and  minerals  can  be  ob¬ 
tained  from  a  well-planned  diet  of  con¬ 
ventional  foods,  and  thus  that  conven¬ 
tional  foods  always  have  been,  and  will 
continue  to  be,  the  principal  source  of 
nutrients  in  the  dsdly  diet.  For  this  rea¬ 
son,  10  percent  of  the  U.S.  RDA  of  a  nu¬ 
trient  is  regarded  as  significant  for  pur¬ 
poses  of  labeling  under  8  1-17,  and  in¬ 
deed  the  presence  of  even  2  percent  of 
the  U.S.  RDA  of  a  nutrient  is  permitted 
to  be  labeled  because  of  the  cumulative 
impact  of  these  small  amounts  when  in¬ 
gested  in  several  fooos  in  the  course  of 
the  day.  These  relatively  small  amounts 
of  nutrients  may  not  be  significant  in 
and  of  themselves,  but  when  added  to¬ 
gether  they  are  quite  sufficient  to  provide 
the  full  complement  of  dally  nutrition. 

A  dietary  supplement  product,  on  the 
other  hand,  is  not  intended  to  be  eaten 
like  any  other  constituent  of  the  normal 
daily  diet,  but  rather  is  intended,  as  the 
name  states,  to  be  taken  to  supplement 
the  diet  as  insurance  in  the  event  that 
an  individual’s  diet  may  not  include  a 
full  complement  of  essential  vitamins 
and  minerals  (e.g.,  it  is  often  impractical 
to  supply  the  iron  needs  of  adult  women 
with  conventional  foods) .  It  would  there¬ 
fore  be  quite  inappropriate  for  a  dietary 
supplement  to  contain  the  relatively 


small  amount  of  nutrients  foimd  in  many 
foods;  and  conversely,  it  would  be  equally 
inappropriate  to  provide  for  fortification 
of  conventional  foods  at  substantial  lev¬ 
els  which  would  result  in  gross  over  con¬ 
sumption  of  vitamins  and  minerals  in 
the  diet.  Therefore,  with  certain  excep¬ 
tions.  a  dietary  supplement  must  con¬ 
tain  at  least  50  percent  of  the  U.S.  RDA 
of  the  nutrients  involved,  and  any  con¬ 
ventional  food  fortified  in  a  way  that 
any  nutrient  achieves  a  level  of  greater 
than  50  percent  of  the  U.S.  RDA  will 
similarly  be  regarded  as  a  dietary  sup¬ 
plement  subject  to  all  of  the  require¬ 
ments  of  the  standard  of  identity.  In 
short,  the  regulations  provide  a  sensible 
and  reasonable  distinction  between  the 
customary  way  of  obtaining  nutrients  in 
relatively  small  amoimts  in  individual 
food  items  through  the  daily  food  sup¬ 
ply,  and  the  insurance  provided  by  a 
dietary  supplement  containing  relatively 
large  amoimts  of  those  nutrients. 

Substantial  consideration  was  given  to 
the  appropriate  ceiling  for  the  nutrient 
levels  in  a  dietary  supplement.  Evidence 
presented  at  the  Hearings  would  have 
Justified  as  low  as  100  percent  of  the  U.S. 
RDA.  The  Commissioner  has  concluded, 
however,  with  certain  exceptions,  that 
the  additional  assurance  provided  by  per¬ 
mitting  150  percent  of  the  U.S.  RDA  in 
a  dietary  supplement  is  warranted.  This 
level  will  cover  all  known  nutriticmal 
needs  of  normal  individuals. 

The  Commissioner  has  also  recognized 
that  there  are  a  number  of  products 
comprised  of  nutrients,  intended  to  pro¬ 
vide  daily  nutrition  in  a  variety  of  medi¬ 
cal  ccMiditicMis,  which  are  represented  for 
use  solely  under  medical  supervision  in 
the  dieti^  management  of  specific  dis¬ 
eases  and  disorders  or  as  the  sole  item  of 
a  meal  or  in  the  daily  diet.  Many  of  these 
foods  are  in  a  state  of  develoimient,  and 


FEDERAL  REGISTER,  VOL.  3R,  NO.  13 — FRIDAY,  JANUARY 


standardization  is  not  possible  on  the 
basis  of  the  Hearings.  Accordingly, 
although  such  products  are  required  to 
be  labeled  in  compliance  with  §§  125.1- 
125.3,  they  are  exempt  from  the  require¬ 
ments  of  §  80.1.  Separate  regulations  will 
be  promulgrated  when  appropriate  to  con¬ 
trol  the  composition  or  labeling  of  these 
foods. 

ITie  status  of  meal  replacements  has 
received  special  ccmsideration.  TTie  Com¬ 
missioner  has  concluded  that  it  is  appro¬ 
priate  to  exempt  them  from  labeling 
under  8  125.3  and  instead  to  require  that 
they  be  labeled  under  8  1.17,  unless  they 
fall  within  the  category  of  “medical 
foods”  Just  described  above.  TTiey  have 
also  been  exempted  from  the  require¬ 
ments  of  8  80.1,  since  they  are  properly 
regarded  as  complete  replacements  for  a 
meal  and  not  as  a  dietary  supplement, 
and  since  the  nutrient  levels  established 
for  dietary  supplements  would  be  too 
high  for  a  product  intended  as  a  replace¬ 
ment  for  a  single  meal.  The  Commis¬ 
sioner  is  considering  a  nutrition  guideline 
limiting  the  nutrient  levels  in  meal  re¬ 
placements  to  no  higher  than  50  piercent 
of  the  U.S.  RDA  for  adults  and  children 
4  or  more  years  of  ace. 

The  Commissioner  has  also  reviewed 
the  question  whether  some  products  con¬ 
taining  nutrients  should  be  classified  as 
drugs  rather  than  as  foods  under  the 
act.  As  already  noted,  the  ceiling  for  nu¬ 
trient  content  provided  by  8  80.1  will 
cover  all  known  nutritional  needs  for 
normal  individuals.  Dietary  supplemen¬ 
tation  at  any  higher  level  is  clearly  im- 
warranted.  Accordingly,  any  vitamin- 
mineral  product  containing  more  than 
the  upper  limit  of  the  U.S.  RDA  must 
be  regarded  as  appropriate  only  for  the 
treatment  of  vitamin-mineral  deficien¬ 
cies,  or  for  some  other  medical  purpose, 
and  is  properly  classified  as  a  diug.  'The 
Commii^oner  has  previously  announced 
in  the  Federal  Register  of  May  11,  1972 
(37  FR  9464,  paragraph  94)  that  vitamin- 
mineral  products  which  are  drugs  would 
be  subject  to  the  procedures  for  review  of 
over-the-counter  (OTC)  drugs  estab¬ 
lished  in  21  CFR  130.301.  The  advisory 
review  panel  which  considers  these  prod¬ 
ucts  will  be  provided  all  percent 
evidence  and  information  relating  to 
such  products  presented  at  the  Special 
Dietary  Food  Hearings  in  addition  to  any 
other  data  and  information  submitted 
to  it.  lhat  panel  will  be  requested  to 
provide  its  advice  on  safe  and  effective 
formulaticHis  and  labeling  of  such  prod¬ 
ucts,  and 'on  the  dividing  line  between 
OTC  and  prescription  vitamin-mineral 
drug  products. 

The  Commissioner  also  recognizes  that 
foods  represented  solely  for  use  under 
medical  supervision  in  the  dietary  man¬ 
agement  of  spiecific  diseases  and  dis¬ 
orders  (e.g.,  chemically  defined  diets  for 
the  nutritional  support  of  individuals 
suffering  from  inborn  errors  of  metab¬ 
olism)  represent  an  exception  to  the 
rule  that  nutrients  included  in  products 
at  levels  greater  than  the  upper  limit  of 
the  U.S.  RDA  are  drugs.  At  this  time  such 
“medical  foods”  should  not  be  the  sub¬ 
ject  of  specific  restrictions.  Accordingly, 
the  Commissioner  has  classified  these 
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products  as  foods  regardless  of  the  nu¬ 
trient  levels  they  contain. 

The  lower  and  upper  limits  for  any 
given  nutrient  in  a  dietary  supplement 
have  been,  in  general,  set  at  50  percent 
and  150  percent,  respectively,  of  the  U.S. 
RDA  values  (with  6  exceptions,  discussed 
below) .  It  is  reasonable  to  allow  for  some 
variation  in  the  amoimt  of  a  nutrient 
in  such  a  product,  and  the  U.S.  RDA  is 
a  good  central  point  for  the  variation 
because  it  is  an  estimate  of  a  pattern 
of  daily  nutrient  needs  for  the  U.S.  p>opu- 
lati(m  as  established  by  scientific  experts. 
Elstablishing  50  percent  as  the  lower  per¬ 
missible  limit  provides  protection  for  the 
consumer  from  inadequate  amounts  of 
nutrients  for  supplementation  purposes. 
Establishing  150  percent  as  the  upper 
permissible  limit  provides  protection  of 
the  consumer  from  excessive  amounts  of 
nutrients  for  simplementation  purposes. 
The  ui^r  permissible  limits  for  vitamin 
A  and  vitamin  D  equal  the  specified  U.S. 
RDA’s  for  these  nutrients  to  minimize 
their  toxicological  potential  (see  37  FR 
26618,  December  14,  1972).  For  dietary 
supplements  for  pregnant  or  lactating 
women,  the  general  principle  establish¬ 
ing  lower  ard  upper  permissiUe  limits  of 
composition  is  the  specified  UJ3.  RDA’s 
tor  adults  and  children  4  or  more  years 
of  age  and  twice  these  amounts  respec¬ 
tively,  with  specific  exceptions  as  dis¬ 
cuss^  below. 

In  defining  nutrient  needs  the  Food 
and  Nutrition  Board  of  the  Nattonal 
Academy  of  Sciences-National  Research 
Council  has  recognized  differences  of 
(pinion  among  experts  as  well  as  the 
paucity  of  information  for  some  nutri¬ 
ents  on  which  to  base  an  cHilnion  about 
dietary  needs  for  humans.  These  facts, 
coupled  with  the  need  to  offer  the  prod¬ 
uct  technologist  a  degree  of  freedom  in 
compounding  dietary  supplements,  es¬ 
tablish  the  reasonableness  of  having  per¬ 
missible  ranges. 

In  considering  dietary  supplements  it 
is  reasonable  to  recognize  two  categories 
of  products  which  consumers  should  have 
available  to  them.  One  Is  a  product  con¬ 
taining  all  the  vitamins  and/or  minerals 
for  which  RDA’s  have  been  established 
because  of  the  stated  inability  of  the  con¬ 
sumer  to  determine  precisely  what  nutri¬ 
ents  he  needs  (with  or  without  the 
optional  nutrients) .  Tlie  other  is  a  prod¬ 
uct  which  contains  only  one  nutrient  for 
which  RDA’s  have  been  established.  ’The 
usefulness  of  this  kind  of  product  derives 
from  the  recognition  of  the  need  for  the 
availability  of  single  nutrients  which  may 
be  recommended  for  dietary  supplemen¬ 
tation  in  any  combination,  and  the  in¬ 
herent  right  of  consumers  to  decide,  on 
their  own,  what  particular  nutrient  they 
may  need  to  roimd  out  a  “balanced  diet.’’ 
These  decisions  may  be  based  on  a  com¬ 
plex  set  of  information,  knowledge,  or 
biases,  but  benefit  can  ^  derived  from 
such  a  choice  and  it  should  not  be  denied. 

At  the  same  time,  the  enormous  variety 
of  products  possible  as  a  result  of  the 
number  of  essential  vitamins  and  min¬ 
erals  needs  some  simplification.  A  con¬ 
sumer  cannot  make  a  rational  choice,  for 
example,  between  one  supplement  with 


10  vitamins  and  minerals  versus  another 
supplement  containing  a  different  com¬ 
bination  of  seven  vitamins  and  minerals, 
and  a  third  with  only  three  or  four  vita¬ 
mins  present,  but  in  substantially  greater 
amounts.  Section  80.1  thus  permits  full 
personal  choice  but  reduces  substantially 
the  confusing  array  of  combination 
products. 

The  recently  completed  study  “The 
Ten-State  Nutrition  Survey,  1968-1970,’’ 
Department  of  Health,  Education,  and 
Welfare,  Health  Services  and  Mental 
Health  Administration,  Center  for  Dis¬ 
ease  Control,  Atlanta,  Georgia,  empha¬ 
sizes  widespread  iron  deficiency  anemia. 
The  Ck)mmittee  on  Maternal  Nutrition, 
NAS-NRC  report,  “Maternal  Nutrition 
and  the  Course  of  Pregnancy;  Summary 
Report’’  National  Academy  of  Sciences, 
1970,  concludes  that  the  widespread  in¬ 
cidence  of  nutritional  anemia  and  the 
increased  iron  requirements  of  preg¬ 
nancy  and  lactation  provide  a  need  for 
iron  supplemoitation  in  amoimts  up  to 
60  milligrams  per  day.  This  information 
Justifies  both  this  considerable  increase 
in  the  upper  limit  for  supplementation 
over  the  NAS-NRC  RDA  values  for  iron 
for  pregnant  or  lactating  women  ( 18  mil- 
llgrtuns)  as  reasonable  in  view  of  the 
more  recent  deliberations  of  the  NAS- 
NRC,  and  the  permitted  combinations 
of  vitamins  and  the  mineral  iron,  imder 
S80.1  (21  CFR  80.1). 

The  Commissioner  recognizes  that 
there  are  currently  on  the  market  com¬ 
binations  of  vitamins  and  minerals 
which  do  not  contain  all  of  the  nutrients 
which  are  scientifically  and  medically 
appropriate  for  a  dietary  supplement, 
and/or  do  not  contain  the  nutrients  at 
adeqiiate  levels.  Some  of  these  products 
are  used  by  consumers  as  a  food  com¬ 
ponent  of  their  daily  diet  Intake,  in  a 
way  that  is  no  different  in  principle  than 
the  use  of  fortified  food.  By  establishing 
a  standard  of  idoitity  for  dietary  sup¬ 
plement  (e.g.,  multivitamin  and/or  mul¬ 
timineral  supplements),  those  products 
either  containing  more  than  one  but  less 
than  all  of  the  nutrients  appropriate  for 
inclusion  in  a  dietary  supplement,  or  con¬ 
taining  any  of  these  nutrients  bdow  the 
established  dietary  supplement  range 
can  no  longer  be  marketed  as  dietary 
supplements. 

The  Commissioner  has  concluded 
that  it  is  reasonable  to  permit  the  con¬ 
tinued  marketing  of  products  containing 
less  than  all  of  the  nutrlmts  required  as 
a  dietary  supplement,  at  levels  appro¬ 
priate  for  foods,  when  such  prciducts 
are  properly  labeled  as  foods.  To  main¬ 
tain  the  right  of  consiuners  to  obtain 
such  truthfully  labeled  food  products  if 
they  so  desire,  the  regulations  provide 
that  such  products  will  remain  available, 
labeled  pursuant  to  §  1.17  (21  CFR  1.17) 
(nutrition  labeling) .  No  labeling  will  be 
permitted  that  could  be  confused  with 
dietary  supplements. 

Thus,  the  regulations  provide  that 
combinations  of  vitamins  and  minerals 
not  meeting  the  requirements  of  the 
standard  of  identity  in  §  80.1  (21  CFR 
80.1)  can  be  market^  as  foods  if  they  do 
not  contain  in  a  single  serving  any  of 


the  permitted  vitamins  or  minerals  at 
levels  greater  than  the  lower  limit  estab¬ 
lished  for  dietary  supplements  in  this 
section.  Like  any  other  food,  such  a  prod¬ 
uct  may  not  be  labeled  as  a  “dietary  sup¬ 
plement"  or  use  any  terms  which  sug¬ 
gest  to  the  consumer  that  the  product 
can  serve  as  a  dietary  supplement,  and 
such  product  shall  provide  the  informa¬ 
tion  required  under  §  1.17. 

Proprietary  names,  including  those 
presently  used,  may  b'e  Included  on  the 
label  provided  they  do  not  infer  in  any 
manner  that  the  product  is  a  dietary  sup¬ 
plement.  If  such  a  product  is  in  other 
than  conventional  fo^  form  (e.g.,  a  tab¬ 
let  or  capsule),  the  common  or  usual 
name  of  the  product  must,  in  order  to 
meet  the  requirements  of  9  1-8  (21  CFR 
1.8),  include  a  listing  of  the  names  of 
each  of  the  vitamins  and/or  minerals 
present. 

In  addition  to  those  combinations  of 
vitamins  and  minerals  containing  levels 
less  than  the  lower  limits  of  nutrients 
required  by  9  80.1  (21  CFR  80.1),  there 
are  products  which  contain  more  than 
one,  but  not  all,  of  the  vitamins  and 
minerals  provided  for  in  9  80.1,  at  levels 
within  the  upper  and  lower  limits  es¬ 
tablished  therein.  These  products  do  not 
meet  the  requirements  of  dietary  supple¬ 
ments  as  defined  in  this  tentative  order. 

The  Commissioner  has  carefully  re¬ 
viewed  the  record  of  the  hearing  in  con¬ 
sidering  whether  there  is  any  medical  or 
scientific  Jxistification  for  such  combina¬ 
tions  of  vitamins  and  minerals  other  than 
those  in  this  tentative  order.  No  persua¬ 
sive  Justlficsdion  for  additional  combina¬ 
tions  was  presented  at  the  hearing.  The 
evidence  strongly  supported  inclusion  of 
all  vitamins  and/or  minerals  in  a  dietary 
supplement,  thus  eliminating  the  many 
bewildering  combinations  now  found  in 
the  marketplace,  for  which  there  is 
neither  medical  support  nor  consumer 
imderstanding.  Nor  is  the  Commissioner 
aware  of  more  recent  scientific  data  sup¬ 
porting  additional  combinations  as  die¬ 
tary  supplements. 

Neverthless,  it  is  recognized  that,  as 
scientific  and  medical  information 
changes,  some  justification  for  a  vitamin 
and/or  mineral  combination  not  per¬ 
mitted  by  this  standard  of  identity  may 
be  brought  forward.  Accordingly,  the 
Commissioner  has  concluded  that  it 
is  reasonable  to  include  in  the  stand¬ 
ard  a  specific  petition  mechanism 
whereby  requests  may  be  made  for 
inclusion  of  additional  combinations. 
Such  a  petition  would  include  scien¬ 
tific  data  of  nutritional  and  techno¬ 
logical  nature  to  support  the  particular 
combinaticm  involved,  together  with  the 
proposed  name  of  the  product  and  with 
labeling  designed  to  differentiate  the 
product  from  other  dietary  supplements 
and  to  be  fully  informative  to  the  public. 

'The  Commissioner  will  provide  suffi¬ 
cient  time  to  aUow  manufacturers  to  de¬ 
velop  petitions  for  vitamin  and  mineral 
products  currently  marketed  which  do 
not  comply  with  the  requirements  set 
forth  in  9  80.1.  Such  petitions  must  be 
submitted  by  December  81,  1973,  unless 
the  Commissioner  extends  this  time.  This 


FCDERAL  REGISnR,  VOL.  38,  NO.  13 — FRIDAY,  JANUARY  19,  1973 


PROPOSED  RULE  MAKING 


2159 


time  period  Is  sufBcient  for  manufac¬ 
turers  to  determine  if  there  is  adequate 
scientific  and  technological  Justification 
to  submit  a  petition.  Where  the  manu¬ 
facturer  can  show  good  cause,  a  further 
extension  of  time  will  be  permitted  to  de¬ 
velop  the  necessary  information  and  to 
submit  a  petition.  During  any  considera- 
tiwi  of  or  proceedings  with  respect  to  any 
petition  submitted,  the  Commissioner  will 
also  grant  an  extension  of  time  upon 
reas<xiable  request.  When  final  action  is 
taken  on  any  such  petition,  the  manufac¬ 
turer  will  also  be  permitted  sufScient 
time  to  make  necessary  changes  in  label¬ 
ing  or  formulation  of  the  product.  The 
Commissioner  concludes  that  this  pro- 
cedtire  is  reasmiable  and  in  the  public 
interest,  in  view  of  the  Importance  of  this 
new  regulation.  Regulatory  action 
against  products  would,  however,  be 
taken  against  any  false  or  misleading 
statements  in  the  labeling  as  prohibited 
by  21 CPR  Part  125. 

Vitamins  and  minerals  for  which  spe¬ 
cific  quantitative  requirements  in  human 
nutrition  have  been  established  by  the 
Food  and  Nutrition  Board,  except  for  vi¬ 
tamin  D  and  phosphorus  for  certain 
groups,  are  considered  as  mandatory 
components  in  $  80.1.  Vitamins  and  min¬ 
erals  for  which  only  approximate  quanti¬ 
tative  requirements  have  been  estab¬ 
lished  are  considered  as  optional  com¬ 
ponents. 

The  adaptability  of  the  human  body  to 
varying  intakes  of  calcium  makes  the  es¬ 
tablishment  of  single  “allowances”  for 
this  difficult.  Many  experts  believe  that 
0.5  gram  of  caldiun  per  day  would  pro¬ 
vide  a  practical  allowance  for  adults. 
However,  the  daily  average  intake  in 
some  industrially  advanced  countries  is 
well  above  0.5  gram  per  day,  with  0.8  to 
1.0  gram  being  a  usual  intake.  Certain 
population  groups  have  intakes  up  to  1.5 
grams  per  day.  and  show  no  evidence  of 
undesirable  side  reactions  or  failure  of 
the  body’s  ability  to  adjust.  On  the  other 
hand,  the  FAO-WHO  Expert  Group  on 
Calcium  Requirements,  in  a  comprehen¬ 
sive  report  “Calcium  R^uirements  FAO- 
WHO.”  Rome,  1961,  held  the  view  that  a 
calcium  intake  above  1.0  gram/day  was 
unlikely  to  serve  any  physiologically  use¬ 
ful  purpose.  Their  recommendations  for 
practical  allowances  for  infants,  children, 
and  adolescents  range  from  0.4  to  0.7 
gram/day. 

The  lower  permissible  limits  for  calci- 
lun,  phosphorus,  and  magnesium  are  less 
than  the  limits  that  would  result  from 
applying  the  general  principles  because 
of  the  physiological  and  technological 
problems  associated  with  their  physical 
bulk.  Phosphorus  is  not  mandatory  in  di¬ 
etary  supplements  for  pregnant  or  lac- 
taUng  women  because  of  evidence  that 
supplemental  phosphorus  may  increase 
the  problem  of  leg  cramps  during 
pregnancy. 

A  ratio  of  dietary  calcium  to  phos¬ 
phorus  of  at  least  1.0  is  desirable  to  main¬ 
tain  balance  of  these  major  constituents 
of  bones  and  teeth.  'The  ratio  in  bones  is 
about  2.0.  However,  this  ratio  is  much 
lower  in  the  soft  ti^ues  so  that  a  ratio 


of  at  least  1.0  is  reasonable.  Considera¬ 
tion  of  the  food  supply.  Including  its  di¬ 
versity.  indicates  the  unlikelihood  of 
achieving  a  ratio  significantly  greater 
than  1.0  in  a  normal  well-balanced  diet. 

For  these  several  reasons,  the  U.S.  RDA 
for  both  calcium  and  phosphorus  was  set 
at  1.0  gram  per  day  for  adults.  This  sub¬ 
ject  needs  additional  research,  and  if 
future  results  indicate  significant 
changes,  the  Commissioner  will  issue  the 
required  amendments. 

Vitamin  D  is  not  mandatory  in  dietary 
supplements  for  adults  and  children  4 
or  more  years  of  age  because  of  its 
availability  from  vitamin  D-fortified 
milk,  its  endogenous  production,  and  the 
imcertainties  of  exogenous  requirements 
for  this  group  of  consumers. 

For  the  cat^ories  for  adults  and  chil¬ 
dren  4  or  more  years  of  age  and  for 
pregnant  or  lactating  women  the  upper 
permissible  limits  for  folacin  equal  the 
specified  U.S.  RDA’s  for  this  nutrient  to 
minimize  the  potential  of  gross  amounts 
masking  the  hematological  manifesta¬ 
tions  of  pernicious  anemia. 

The  actual  amount  of  active  compo¬ 
nent  (of  a  nutrient)  depends  on  the 
chemical  form  in  which  the  nutrient  is 
supplied.  A  table  of  reference  forms  for 
the  water-soluble  vitamins  commonly 
used  in  different  chemical  forms  is  pro¬ 
vided.  For  example  vitamin  B.  denotes 
a  collective  term  for  a  group  of  naturally 
occurring  pyridines  that  are  metabol- 
ically  and  fimctionally  related — pyridox- 
Ine,  pyridoxal,  and  pyridoxamine.  Inter¬ 
conversion  between  the  compounds  is  so 
active  that  there  is  little  biological  dif¬ 
ference  between  them.  However,  each 
form  has  its  own  molecular  weight  and 
hence  must  be  corrected  back  to  a  ref¬ 
erence  compound  to  avoid  significant 
variations  in  quantitative  declarations  of 
vitamins  present,  as  recognized  in  find¬ 
ing  of  fact  No.  28.  Thiamine  nitrate  is  a 
commonly  used  form  of  thiamine.  Its 
molecular  weight  is  327.36.  The  reference 
form,  “thiamine  chloride,”  has  a  molecu¬ 
lar  weight  of  300.82.  The  hydrochloride 
has  a  molecular  weight  of  337.27.  Thus, 
the  actual  amoimt  of  the  active  form 
can  be  readily  calculated  from  the  ratio 
of  the  respective  molecular  weights.  Ni¬ 
acin  (mol.  wt.  123.11)  is  commonly  sup¬ 
plied  as  niacinamide  (mol.  wt.  122.13), 
the  difference  in  this  case  being  negli¬ 
gible.  The  statement  of  standard  recog¬ 
nized  chemical  compoimds  provides  a 
sound  reference  for  establishing  the 
actual  amount  of  a  nutrient  present  in 
the  various  acceptable  chemical  forms 
of  a  given  nutrient. 

The  Commissioner  recognizes  that  the 
listing  of  nutrient  ingredients  is  not  in 
compliance  with  21  CFR  1.10,  in  that 
they  are  not  required  to  be  listed  in  or¬ 
der  of  decreasing  predominance.  Vita¬ 
mins  and/or  minerals  in  dietary  supple¬ 
ments  offered  as  tablets,  capsules,  wafers, 
powders,  or  other  similar  uniform  units, 
shall  be  listed  in  the  order  as  provided 
in  the  table  under  9  80.1(f).  If  vitamins 
and/or  minerals  are  offered  in  the  phys¬ 
ical  form  of  a  conventional  food  (e.g., 
physical  form  of  a  breakfast  cereal) .  and 


are  added  to  a  food  so  that  a  single 
serving  provides  50  percent  or  more  of 
the  U.S.  RDA  of  any  one  of  the  added 
vitamins  and/or  minerals,  unless  such 
addition  is  permitted  or  required  in 
other  regulations  (e.g.,  a  standard  of 
identity  or  nutritional  quality  guide¬ 
line),  the  labeling  shall  conform  to  the 
requirements  of  21  CFR  1.17,  in  addition 
to  this  section. 

Proposed  Conclusions  of  Law 

Based  on  the  foregoing  statements  in 
conjimctlon  with  the  findings  of  fact 
herein  published  the  Commissioner  con¬ 
cludes,  that: 

1.  It  will  promote  honesty  and  fair 
dealing  in  the  interest  of  consumers,  and 
will  assist  in  carrying  out  the  purpose 
of  the  law  of  providing  full  information 
to  consumers  as  to  the  value  of  such  foods 
for  special  dietary  use,  to  promulgate  a 
standard  of  identity  for  dietary  supple¬ 
ments  of  vitamins  smd  minerals  as  here¬ 
inafter  set  forth  in  9  80.1. 

2.  Such  standard  should  limit  the  nu¬ 
trients  contained  therein  to  those  listed 
in  9  80.1(f). 

3.  Such  standard  should  limit  the  lower 
and  upper  amounts  of  nutrients  sup¬ 
plied,  to  those  listed  in  9  80.1(f). 

4.  The  label  of  the  dietary  supplement 

should  bear  the  statement  as  hereinafter 
prescribed  by  9  80.1(h),  “multivitamin 
and  multimineral  supplement”,  “multi¬ 
vitamin  supplement”,  “multimineral  sup¬ 
plement”,  “multivitamin  and  iron  sup¬ 
plement”,  or  “multivitamin  supplement 
with  iron”,  or  “ _  supple¬ 

ment”  (the  blank  to  be  filled  in  with  the 
name  of  the  vitamin  or  mineral  which 
the  supplement  purports  or  is  repre¬ 
sented  to  contain).  In  addition,  such 
standard  should  specify  the  nutrients 
which  shall  comprise  “multivitamin  and 
multimineral  supplements”,  “multivita¬ 
min  supplements”,  “multimineral  supple¬ 
ments”,  “  multivitamin  and  iron  supple¬ 
ments”,  or  “multivitamin  supplements 
with  iron”,  and  single  nutrient  supple¬ 
ments  as  hereinafter  prescribed  by 
9  80.1(b). 

5.  'The  label  of  the  dietary  supplement 
should  bear  the  name  and  amount  of 
each  vitamin  and  mineral  supplied  by 
the  supplement  as  prescribed  by 
9  80.1(1). 

6.  The  label  of  the  dietary  supplement 
also  should  name  the  natural  source  or 
chemical  form  of  the  nutrient  ingredi¬ 
ents  used. 

7.  The  label  of  a  dietary  supplement 
containing  one  or  more  nutrients  subject 
to  deterioration  should  bear  an  expira¬ 
tion  date  which  will  assure  that  the  sup¬ 
plement  contains  the  full  declared  level 
of  the  nutrients  when  consumed. 

Tentative  Order 

Therefore,  on  the  basis  of  the  forego¬ 
ing  findings  of  fact,  discussion,  and  con¬ 
clusions  of  law  drawn  therefrom:  It  is 
ordered.  That  the  stay  of  effective  date 
of  9  80.1,  which  stay  was  promulgated 
December  14,  1966  (31  FR  15730),  be 
ended  and  that  9  80.1  be  modified  to  read 
as  follows: 
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PART  80— DEFINITIONS  AND  STAND¬ 
ARDS  OF  IDENTITY  FOR  FOOD  FOR 

SPECIAL  DIETARY  USES 

§  80.1  Dietary  RupplemenU  of  viUmins 
and  minerals;  definition,  identity, 
label  statemenU. 

(a)  The  dietary  supplements  of  vita¬ 
mins  and/or  minerals  for  which  defini¬ 
tions  and  standards  of  identity  are 
prescribed  by  this  section  are  prepared 
and  offered  as  tablets,  capsules,  wafers, 
or  other  similar  \mlform  imits;  in 
powder,  granular,  fiake,  or  liquid  form; 
or  in  the  physical  form  of  conventional 
foods;  and  piUTX)rt  to  be  or  are  repre¬ 
sented  for  special  dietary  use  by  man  to 
supplement  his  diet  by  increasing  the 
total  dietary  intake  of  one  or  more  of 
the  essential  vitamins  and/or  minerals 
specified  in  paragraph  (f )  of  this  section. 
The  dietary  supplements  of  vitamins 
and/or  minerals  are  henceforth  referred 
to  as  “dietary  supplements"  in  this  sec¬ 
tion. 

(b)  Classifications  of  dietary  supple¬ 
ments.  • 

(DA  dietary  supplement  shall  contain 
only  those  vitamins  and/or  minerals 
listed  in  paragraph  (f)  of  this  section 
and  shall  be  offered  for  its  vitamin 
and/or  mineral  content  only  in  the  fol¬ 
lowing  combinations,  with  ^e  provision 
that  any  vitamin  or  mineral  defined  as 
optional  in  paragraph  (f )  of  this  section 
may  be  omitted: 

(1)  All  vitamins  and  minerals. 

(il)  All  vitamins. 

(ill)  All  minerals. 

(iv)  All  vitamins  and  the  mineral 
iron. 

(V)  Vitamin  D  may  be  included  in  a 
multivitamin  supplement  and  phos¬ 
phorus  may  be  included  in  a  multimin¬ 
eral  supplement  without  requiring  the 
inclusion  of  the  additional  optional  in¬ 
gredients.  The  inclusion  of  any  of  the 
other  optional  ingredients  (biotin  or 
pantothenic  acid  for  vitamins  and  copper 
or  zinc  for  minerals)  requires  the  inclu¬ 
sion  of  both  such  optional  ingredients  if 
the  product  is  a  mialtivltamln  or  multi¬ 
mineral  supplement,  and  requires  the  in¬ 
clusion  of  all  four  such  ingredients  if 
the  product  is  a  multivitamin  and  multi- 
mineral  supplement. 

(2)  A  dietary  supplement  may  also  be 
composed  cff  any  single  vitamin  or  min¬ 
eral  listed  in  paragraph  (f)  of  this 
section. 

(3)  F(filc  add  is  optional  for  liquid 
dietary  sui^lements  because  of  instabil¬ 
ity  of  the  vitamin  in  liquid  preparations. 
Liquid  dietary  supplements  containing 
multivitamins  but  not  containing  folic 
acid  shall  bear  the  following  statement 
on  the  label,  "This  product  does  not  con¬ 
tain  the  essential  vitamin  folic  acid” 
vhich  shall  Immediately  follow  the  list¬ 
ing  of  vitamins,  and  minerals  as  pre¬ 
scribed  in  paragraph  (i)  of  this  secticm. 


(4)  Additl(m  to  or  amendment  of  the 
list  of  permissible  combinations  of  vita¬ 
mins  and/or  minerals  contained  in  para¬ 
graph  (b)(1)  of  this  section  may  be 
proposed  by  the  Commissioner  of  Fo(xl 
and  Drugs,  on  his  own  initiative,  or  upon 
petition  by  an  interested  person  in  ac¬ 
cordance  with  the  procedures  -set  forth 
in  Part  2  of  this  chapter.  Any  such  peti¬ 
tion  shall  be  submitted  in  the  form  set 
forth  in  9  2.65  of  this  chapter,  and  shall 
include  scientific  data  of  a  hiunan  nutri¬ 
tional  and/or  technological  nature  to 
support  such  addition  or  amendment  as 
being  consistent  with  the  definition  and 
purpose  of  dietary  supi^ements  as  de¬ 
scribed  by  this  section.  The  Ccunmis- 
sioner,  upon  request,  may  extend  the 
effective  date  of  this  section  with  respect 
to  any  particular  product  or  class  of 
products  pending  consideration  and  any 
administrative  or  court  inroceedings  re¬ 
lating  to  any  such  petition,  and  may  set 
a  new  effective  date  up<»i  completion  of 
the  matter. 

(5)  The  provisions  of  this  section  shall 
not  apply  to  any  food  which  contains  or 
consists  of  any  vitamin  or  mineral  listed 
in  9 125.1  (b)  and/or  (c)  of  this  (;h{4>t«*, 
or  any  combination  thereof,  provided 
that  all  of  the  following  requirements 
are  met:  (i)  No  such  nutrient  is  con¬ 
tained  at  a  level  higher  than  the  lower 
limit  established  for  that  nutrient  pur¬ 
suant  to  paragraph  (f )  ( 1)  of  this  section, 
(ii)  No  direct  or  implied  representative 
is  made  on  the  labd,  in  labeling,  or  in 
advertising  that  the  product  is  a  dietary 
supplement  or  is  adequate  or  appropriate 
for  sui^lementing  the  daily  diet  with 
essential  nutrients,  (ill)  If  the  product 
is  in  other  than  conventional  food  form, 
the  common  or  usual  name  of  the  product 
required  pursuant  to  9  1-8  of  this  chapter 
includes  the  names  of  each  of  the  nutri¬ 
ents  included,  and  (iv)  The  product  is 
labeled  pursuant  to  the  provisions  of 
9  1.17  of  this  chapter. 

(c)  General  definitions. 

(1)  Subject  to  good  manufacturing 
practices,  dietary  supplements  described 
in  this  section  shall  contain  in  the  speci¬ 
fied  daily  quantity  no  less  than  the  lower 
limit  nor  more  than  the  upper  limit  of 
any  nutrient  specified  in  paragraph  (f) 
of  this  section  for  the  group(s)  for  which 
the  supplement  is  offered. 

(2)  For  the  purposes  of  this  section, 
the  term  “daily  quantity"  means  the 
quantity  of  a  dietary  supplement  that 
shall  be  specified  in  the  labeling  of  the 
dietary  supplment  for  consumption  in 
a  period  of  1  day,  and  which  shall  be 
an  amount  or  number  of  units  reason¬ 
ably  suitable  for  and  practicable  of  con¬ 
sumption  in  1  day. 

(3)  In  the  event  a  dietary  supplement 
is  offered  for  more  than  one  specific 
group,  the  specified  daily  quantity  for 
each  group  shall  be  stated  separately  on 
the  label. 


(d)  The  different  groups  described  in 
9  125.1(b)  of  this  chapter  shall  be  desig¬ 
nated  as  follows:  For  labeling  purposes: 

(1)  Inf  ants  and  children  under  4  years 
of  age. 

(2)  Adults  and  children  4  or  more 
years  of  age, 

(3)  Pregnant  or  lactating  women. 

(e)  This  section  does  not  iq>ply  to: 

(1)  Other  standardized  fooils. 

(2)  Foods  the  composition  of  which 
is  defined  by  other  regulations  or 
statutes. 

(3)  Any  food  represented  for  use  as 
the  sole  item  of  a  meal  or  of  the  diet. 

(4)  Foods  represented  for  use  solely 
imder  medical  supervision  in  the  dietary 
management  of  specific  diseases  and 
disorders. 

(5)  Raw  agricultural  commodities  (in¬ 
cluding  marine  products)  and  fabricated 
and  other  ccmventional  foods  to  which 
single  or  multiple  vitamins  and/or  min¬ 
erals  are  added  to  improve  nutritional 
quality,  imless  the  total  level  (including 
any  naturally  occurring  amounts)  of  any 
added  vitamin  or  mineral  per  single  serv¬ 
ing  attains  or  exceeds  50  percent  of  the 
U.S.  Recommended  Daily  Allowance 
(U.S.  ROA)  for  adults  and  children  4 
years  or  more  of  age  as  specified  in 
9  125.1(b)  of  this  chapter,  in  which  case 
the  provisions  of  both  this  section  and 
9  1.17  of  this  chiq>ter  shall  apply.  If  the 
provisions  of  both  this  section  and  9  1.17 
apply  to  a  food,  the  labeling  of  such  food 
shall  conform  to  the  labeling  established 
in  this  section  except  that  the  labeling 
established  in  paragraph  (c)  of  9  1.17  of 
this  chapter,  including  the  order  for  list¬ 
ing  vitamins  and  minerals  established  in 
paragraph  (c)(7)(iv)  of  that  section, 
shall  be  used  in  lieu  of  the  labeling  estab¬ 
lished  in  paragraph  (i)(l)  of  this 
section. 

(6)  Raw  agricultural  commodities  (in¬ 
cluding  marine  products)  which  by  their 
nature  are  sources  of  a  specific  vita- 
min(s)  and/or  mineral  (s)  at  a  level  that, 
if  it  had  been  added,  would  have  brought 
them  within  the  definition  of  a  dietary 
supplement.  Such  shall  meet  all  the  re¬ 
quirements  of  this  section  if  they  are 
represented  as  dietary  supplements.  Such 
foods  may  also  be  used  as  a  source  of 
specific  vitamins  and/or  minerals  in  die¬ 
tary  suppl«nents  meeting  the  require¬ 
ments  of  this  section. 

(7)  A  food  with  nutrients  restored  to 
pre-processing  levels  or  added  pursuant 
to  9 1.8(e)  of  this  chapter  so  that  it  is 
not  nutritionally  inferior  to  the  food  for 
which  it  substitutes  and  which  it 
resemUes. 

(f)  Permissible  qualitative  and  quan¬ 
titative  composition  of  dietary  supple¬ 
ments. 

(1)  Hie  f (blowing  table  sets  forth  the 
permissible  qualitative  and  quantitative 
composition  of  dietary  supplements  of 
vitamins  and/or  minerals: 
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(3)  Tlie  following  synonyms  may  be 
added  in  parentheses  immediately  fol¬ 
lowing  the  name  of  the  vitamin  in  the 
statement  described  in  paragraph  (i) 

(1)  of  this  section: 

Vitamin  Synonym 

Vitamin  C _ Aacorblc  acid. 

Folic  acid _ Folacln. 

Riboflavin _ Vitamin  Bi. 

Thiamine _ _ _ _ _ ... _ Vitamin  Bi. 

(4)  A  separate  list  of  nutrient  ingredi¬ 
ents  in  the  product  shall  be  included  on 
the  label  pursuant  to  the  requirements 
of  Part  1  of  this  chapter.  Such  list  shall 
include  the  natural  source  or  chemical 
form  of  each  individual  nutrient  present 
in  the  dietary  supplement. 

(J)  When  the  dietary  supplement  is  in 
liquid  form  and  contains  alcohol,  the 
label  shall  state  the  percent-by-volume 
of  alcohol  present. 

(k)  A  dietary  supplement  containing 
one  or  more  nutrients,  subject  to  deteri¬ 
oration  below  the  labeled  value  before 
consumption  shall  bear  on  its  outside 
wrapper  or  container,  as  well  as  on  the 
label  of  its  immediate  container,  the 

statement:  “Expiration  date  - 

the  blank  to  be  filled  in  by  the  month  and 
year.  The  expiration  date  shall  be  the 
date  selected  by  the  manufacturer. 


packer,  or  distributor  of  the  dietary 
supplement  on  the  basis  of  tests  or  other 
Information  showing  that  the  dietary 
supplement,  imtil  that  date,  under  the 
conditions  of  handling,  storage,  and  use 
prescribed  by  directions  appearing  on  its 
label,  or,  in  the  absence  of  such  pre¬ 
scribed  directions,  under  customary  or 
usual  conditions  of  handling,  storage, 
and  use  will  contain  not  less  than  the 
quantity  of  each  vitamin  and/or  mineral, 
as  set  forth  on  its  label,  when  consumed. 

(1)  All  labeling  Information  required 
by  this  section  shall  comply  with  the 
conspicuousness  required  by  section 
403(f)  of  the  act  and  8  1.8d  of  this 
chapter.  In  addltloa,  the  following  la¬ 
beling  requirements  shall  be  met. 

(1)  The  list  of  nutrients  required  by 
paragraph  (i)(l)  of  this  section  shall 
appear  in  imiform  type  size. 

(2)  The  sjmonyms  permitted  by  para¬ 
graph  (i)  (3)  of  this  section,  if  used,  and 
the  list  of  nutrient  ingredients  required 
by  paragraph  (i)  (4)  of  this  section  shall 
appear  in  uniform  type  size,  and  in  type 
size  no  larger  than  that  used  for  the  list 
of  nutrients  required  by  paragraph  (1)  (1) 
of  this  section. 

(m)  In  addition  to  the  requirements  of 
this  section,  the  labels  and  labeling  for 
a  dietary  supplement  is  subject  to  the 


prohibitions  contained  in  8  125.2(b)  of 
this  chapter. 

(n)  All  labeling  for  dietary  supple¬ 
ments  that  is  ordered  after  December  31, 
1973,  and  all  labeling  used  for  such  prod¬ 
ucts  shipped  in  interstate  commerce 
after  December  31.  1974,  shall  comply 
with  the  provisions  of  this  section;  and 
if  not  so  labeled,  such  product  shall  be 
deemed  to  be  misbranded  imder  section 
403  (a),  (g),  and  (J)  of  the  act. 

Any  interested  person  whose  appear¬ 
ance  was  filed  at  ^e  hearing  may,  on  or 
before  March  20,  1973,  file  with  the 
Hearing  Cfieric,  Department  of  Health, 
Education,  and  Welfare,  room  0-88,  5600 
Fishers  Lane,  Rockville,  MD  20852,  writ¬ 
ten  exceptions  thereto.  Exceptions  shall 
point  out  with  particularity  the  alleged 
errors  in  the  proposed  findings  of  fact 
and  tentative  order,  and  shall  contain 
specific  references  to  the  pages  of  the 
transcript  of  testimony  and  to  the  exhib¬ 
its  (m  which  the  exceptions  are  based. 
Ebcceptions  and  accompanying  briefs 
should  be  submitted  in  qulntupllcate. 

Dated:  January  12, 1973. 

CHAaLxs  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

fFR  Doc.73-e96  FUed  l-18-73;8:45  am] 
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DEPARTMENT  OF  HEALTH, 
EDUCATION.  AND  WELFARE 

Food  and  Drug  Administration 
FOOD  LABELING 

Notice  of  Opportunity  for  Exceptions 
and  Comments 

The  Commissioner  of  Food  and  Drugs 
is  publishing  in  this  issue  of  the  Federal 
Register  the  folloiwing  proposals,  tenta¬ 
tive  orders,  and  regulations,  with  oppor¬ 
tunity  for  the  public  to  present  excep¬ 
tions  and  comments.  _ 

1.  Nutrition  labeling.  A  new  21  CFR 

1.17,  governing  nutrition  labeling  for  all 
food.  Is  published  as  a  final  regulation. 
The  Commissioner  annoimced  at  the 
meeting  of  the  National  Food  Advisory 
Committee  on  October  30.  1972,  that  ad¬ 
ditional  time  for  public  consideration  of 
these  regulations  would  be  provided.  Ac¬ 
cordingly.  the  Commsisioner  is  request¬ 
ing  submission  of  any  additional  com¬ 
ment  on  this  regulation  on  or  before 
February  20, 1973.  Any  technical  changes 
Justified  by  such  comment  will  be  the 
subject  of  further  modification  of  the 
regulation  and  will  be  published  prior  to 
March  15.  1973.  The  Commissioner  does 
not  anticipate  any  major  changes  in  this 
regulation. 

2.  Food  label  information  panel.  A  new 
21  CFR  1.8d,  establishing  a  standard 
food  label  information  panel,  is  published 
as  a  final  regulation.  Additional  com¬ 
ment  on  this  regulation  may  also  be  sub¬ 
mitted  on  or  before  February  20,  1973. 

3.  Food  fat  labeling.  A  new  21  CFR 

1.18,  governing  the  labeling  of  the  fatty 
acid  composition  and  cholesterol  content 
of  fat-containing  food,  is  published  as  a 
final  regulation  and  21  CPU  3.41  is  re¬ 
voked.  Additional  comment  on  this  regu¬ 
lation  may  also  be  submitted  on  or  be¬ 
fore  February  20, 1973. 

4.  Special  dietary  food  regvlatif)'  t.  The 
tentative  order  on  amendments  of  21 
CFR  125.1-125.3,  relating  to  labeling  of 
special  dietary  foods,  is  published  in  ac¬ 
cordance  with  21  CPR  2.97.  Exceptions 
to  this  proposed  order  may  be  filed  on  or 
before  March  20. 1973. 

5.  Standard  of  identity  for  vitamin- 
mineral  supplements.  The  tentative  or¬ 
der  on  a  new  21  CFR  80.1,  establishing 
a  standard  of  identity  for  vitamin- 
mineral  supplements,  is  published  in  ac¬ 
cordance  with  21  CFR  2.97.  Exceptions 
to  this  proposed  order  may  be  filed  on 
or  before  March  20, 1973. 

6.  Food  standard  labeling  changes. 
Amendments  to  several  standards  of 
identity  for  enriched  foods,  to  substitute 
reference  to  nutrition  labeling  in  place  of 
the  existing  reference  to  special  dietary 
food  labeling,  are  published  as  a  pro¬ 
posal.  Comments  may  be  submitted  on  or 
before  February  20, 1973. 

7.  Food  flavor  labeling.  A  revision  of 
21  CFR  1.12,  to  define  spice  and  natural 
and  artificial  flavor  and  to  establish  a 
uniform  pattern  for  labeling  fiavor  and 
food  to  which  fiavor  is  added,  is  pub¬ 


lished  as  a  proposal.  Comments  may  be 
submitted  on  or  before  March  20,  1973. 

8.  Incidental  food  additives.  Revision 
of  21  CFR  Parts  1  and  5  including  addi¬ 
tion  of  a  new  S  l.lOa,  relating  to  exemp¬ 
tions  from  declaration  of  incidental  in¬ 
gredients,  is  published  as  a  proposal. 
Comments  may  be  submitted  on  or  be¬ 
fore  March  20, 1973. 

^Imitation  food  labeling.  A  new  21 
CFR  1.8(e),  to  govern  application  of  the 
term  “imitation”  to  food,  is  published  as 
a  proposal.  Comments  may  be  submitted 
on  or  before  March  20. 1973. 

10.  Standards  of  id^tity  for  mellorine 
and  parevine.  Two  new  sections  in  21 
CFR  Part  20,  establishing  standards  of 
identity  for  mellorine  and  parevine  re¬ 
quiring  appropriate  fortification  and  nu¬ 
trition  labeling,  and  revocation  of  21 
CFR  3.39,  are  published  as  proposals. 
Comments  may  be  submitted  on  or  be¬ 
fore  March  20, 1973. 

11.  Label  declaration  of  ingredients  in 
standardized  foods.  Section  3.88,  which 
mges  food  manufacturers  and  distribu¬ 
tors  to  utilize  full  ingredient  declaration 
for  standardized  food  labels,  is  clarified 
and  republished. 

12.  Uniform  effective  date  for  food 
labeling  changes.  A  request  for  com¬ 
ments  on  the  establishment  of  a  imi- 
form  effective  date  for  food  labeling 
changes  that  will  be  necessary  as  a  re¬ 
sult  of  pnxnulgatimi  of  a  niunber  of  new 
and  revised  regulations  Is  published. 
Such  comments  may  be  submitted  on  or 
before  February  20, 1973. 

The  Commissioner  is  publishing  these 
proposals,  tentative  orders,  and  final  reg¬ 
ulations,  at  one  time  because  many  of 
them  are  interrelated  and  it  is  necessary 
that  a  uniform  effective  date  be  estab¬ 
lished  for  all.  The  Commissioner  has 
carefully  considered  the  time  within 
which  exceptions  and  comments  must  be 
received  in  order  to  proceed  expedi¬ 
tiously  with  these  matters,  and  has  con¬ 
cluded  that  the  periods  set  out  above  are 
reasonable.  No  requests  for  extensions 
will  be  granted. 

Dated:  January  12.  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

(FR  Doc.73-e98  Filed  l-18-73;8:45  am] 


FOOD  LABELING 

Prospective  Requirements  for  Manu¬ 
facturers,  Packers,  and  Distributors 
of  Food;  Request  for  Comments 

The  Commissioner  of  Food  and  Drugs 
is  promulgating  a  number  of  regulations 
for  packaged  food,  which  are  designed 
to  furnish  the  consumer  more  informa¬ 
tion  concerning  the  ingredients  and  nu¬ 
tritional  qualities  of  packaged  food,  and 
to  present  such  information  in  a  uniform 
and  readily  imderstandable  manner. 
Some  of  these  regulations  will  make 
labeling  changes  mandatory,  while  others 
permit  labeling  changes  on  a  voluntary 
basis.  In  some  cases,  moreover,  these 
regulations  will  require  extensive 
changes  in  current  labeling,  and  the  eco¬ 


nomic  impact  on  the  food  industry,  ii 
these  changes  were  required  on  a  piece¬ 
meal  basis  over  a  period  of  time,  might 
well  be  severe. 

The  Commissioner,  therefore,  is  of  the 
opinion  that  the  mandatory  effective  date 
should  be  the  same  for  all  such  regula¬ 
tions  to  provide  an  orderly  and  economi¬ 
cal  adjustment  to  the  new  labeling  re¬ 
quirements.  Such  procedure  would  be  in 
the  interest  of  consumers  as  well  as  in¬ 
dustry  since  it  is  likely  that  the  cost  of 
multiple,  successive  piecemeal  label  re¬ 
visions,  which  would  otherwise  be  re¬ 
quired.  would  be  passed  on  to  the  con- 
siuner  in  the  form  of  higher  food  prices. 

The  following  sections  of  the  general 
regulations,  under  Title  21  of  the  Code 
of  Federal  Regulations,  which  are  pub¬ 
lished  elsewhere  in  this  issue  of  the 
Federal  Register,  will  implement  some 
of  these  changes; 

1.  Section  1.8d  Food  labeling:  informa¬ 
tion  panel. 

2.  Section  1.17  Food;  nutrition  label¬ 
ing. 

3.  Section  80.1  Definition  and  Stand¬ 
ard  of  Identity  for  dietary  supplements 
of  vitamins  and  minerals. 

4.  Section  125.1  Definitions  and  inter¬ 
pretation  of  terms. 

5.  Section  125.2  General  label  state¬ 
ments:  d-etary  properties:  placement. 

6.  Section  125.3  Label  statements  re¬ 
lating  to  vitamins  and  minerals. 

Other  changes  will  be  required  through 
amendments  in  food  standards,  estab¬ 
lishment  of  nutrition  guidelines  and 
common  or  usual  names,  and  other  regu¬ 
lations,  some  of  which  are  published  as 
proposals  or  final  regulations  elsewhere 
in  this  issue  of  the  Federal  Register. 

In  the  past,  in  support  of  requests  for 
time  for  making  label  changes  required 
by  newly  promulgated  regulations,  in¬ 
dustry  has  urged  a  lead  time  of  12  to  18 
months  for  adjustment  to  mandatory 
labeling  changes,  because  of  the  practice 
of  certain  segments  of  industry  of  order¬ 
ing  up  to  a  12-months  supply  of  labels 
or  lateled  containers  at  one  time,  and 
because  of  the  necessity  of  carrying  a 
label  inventory  sufficient  for  several 
months  production. 

It  is  anticipated  that  the  regulations 
in  question  be  promulgated  within 
the  next  6  months.  In  view  of  the  multiple 
regulations  Involved  in  this  case,  and  the 
time  required  for  industry  to  redesign 
its  labeling,  obtain  new  labeling,  and  ex¬ 
haust  inventories  of  current  labeling,  the 
Commissioner  proposes  that  a  lead  time 
of  approximately  18  months  for  bringing 
products  into  full  compliance  is  reason¬ 
able  and  proposes  to  provide  until  De¬ 
cember  31,  1974,  for  full  compliance  for 
products  shipped  in  interstate  commerce. 

The  Conunlssioner  also  recognizes  that 
there  may  be  instances  when  an  18- 
month  lead  time  will  not  be  necessary 
for  bringing  particular  products  into 
compliance,  llierefore,  the  Commis¬ 
sioner  proposes  to  require  that  any  af¬ 
fected  product,  for  which  labeling  is  or¬ 
dered  on  or  after  December  31.  1973, 
comply  in  all  respects  with  the  provi¬ 
sions  of  these  regulations  at  the  time  the 
labeling  is  placed  into  use.  regardless  of 
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time.  Manufacturers  are  encourstged  to 
order  complying  labeling  and  to  begin 
using  it  at  the  earliest  possible  date. 

In  a  policy  statement  (21  CFR  3.88) 
published  in  the  P^deral  Register  on 
March  10,  1972  (37  PR  5120),  the  Pood 
and  Drug  Administration  encouraged 
manufacturers,  packers,  and  distribu¬ 
tors,  to  voluntarily  disclose  in  the  label¬ 
ing  of  food,  complete  information  on 
the  ingredients  contained  in  the  food 
and  announced  that  “the  Pood  and  Drug 
Administration  intends  to  amend  the 
definitions  and  standards  of  identity  of 
food  by  setting  into  motion,  as  rapidly 
as  possible,  the  provisions  of  section  401 
of  the  Act  to  require  label  declaration  of 
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all  optional  ingredients,  with  the  excep¬ 
tion  of  optional  spices,  flavoring,  and 
colorings,  which  may  continue  to  be  des¬ 
ignated  as  such  without  specific  ingred¬ 
ient  declaration.”  A  clarification  of  this 
regulation  is  published  elsewhere  in  this 
issue  of  the  Pederal  Register.  In  addi¬ 
tion,  legislation  requiring  declaration  of 
the  mandatory  ingredients  in  standard¬ 
ized  foods  has  been  initiated.  The  Com¬ 
missioner  urges  that  complete  ingredient 
labeling  be  included  at  the  same  time 
that  any  labeling  changes  are  made 
imder  any  of  the  regulations  which  are 
the  subject  of  this  notice. 

Interested  persons  may,  on  or  before 
Pebruary  20,  1973,  file  with  the  Hear¬ 


ing  Clerk,  Department  of  Health,  Edu¬ 
cation,  and  Welfare,  Room  8-88,  5600 
Pishers  Lane,  Rockville,  MD  20852,  writ¬ 
ten  comments  (preferably  in  quintupli- 
cate)  regarding  this  notice.  Conunents 
may  be  accompanied  by  a  memorandum 
or  brief  in  support  thereof.  Received 
comments  maye  be  seen  in  the  above 
office  during  working  hours,  Monday 
through  Priday. 

Dated;  January  12,  1973. 

Charles  C.  Edwards, 
Commissioner  of  Food  and  Drugs. 

(FR  Doc.73-999  Plied  1-18-73:8:45  am] 
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